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I. INTRODUCTION
 

1. Lead Plaintiff the llemispherx Investor Group, consisting of Victor Cherry, Ehud 

Nahum, JagvinJer Pal Singh and Padmakar Doienipdly ("Lead Plaintiff') brings this action 

individually and on behalf of all persons or entities that purchased andlor acquired the common 

stock of Hemispherx Biopharma, Inc. ("'Hernispherx" or the "Company") between Febnmry 18, 

2009 and December 1, 2009 (the "Class Period") seeking to pursue remedies under the Sel.,;urities 

Exchange Act of 1934, 15 U,S,c, §§ ?Rj(b) and t(aj (the "Exchange Act") and Rule IOh-S 

promulgated thereunder by the Unlted States Securities and Exchange Conunission ("SEC"), 17 

C.F.R. *240.l0b-5, against Hemispherx, the Company's Chief Executive Officer and Chairman 

of the Board of Directors, William A. Carter, M.D., and the Company's Medical Director, David 

R. Strayer, M.D. (collectively, "Defendants"). 

2. Lead Plaintiffs allegations are based upon personal knowledge as to itself and 

information and belief as to all other matters based upon, among other things: (a) the 

investigation conducted by and through its attorney:..; (b) review and analy.~is of filings made by 

Hemisphcrx with the SEC; (c) review and analysis of pre:..s releases, public statements, news 

articles, securities analysts' reports and other publications disseminated by or concerning 

Hemispherx; (d) interview of a former Hemispherx employee, and (e) other publicly available 

infonnation about Hemispherx. Additional facts supporting the allegations contained herein arc 

known only to the Defendants or arc exclusively within their control. Lead Plaintiff believes that 

substantial additional evidentiary support exists for the allegations set forth in this Consolidated 

Class Action Complaint ("Complaint") that will be revealed after 11 reasonahle opportunity for 

discovery. 
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II. NATURE OF THE ACTION 

3. Hcmispherx, headquartered in Philadelphia. Pennsylvania, uescribcs itself as n 

f;pecialty phannaceutil.:al company engaged in the clinical development, manufacture, marketing 

and distribution of new drug therapies based on natural immune system enhancing technologies 

for the treatment of viral find immune hased chronic disorders. The Company's core product is 

Ampligen, an experimental drug undergoing clinical development for the treatment of Chronic 

Fatigue Syndrome ("CFS"). Other products are Alferon, an antiviral product approved by the 

U.S. Pood & Drug Administration ("FDA") for the tTeatmnet ufrefractory genital warts which 

the Company was not selling during the Class Period hecause it chose not to spend its very 

limited manufacturing funds on it, and Alferon LOO (low dose oral), a product in very early 

stage development. 

4. During the Class Period, Defendants mislell investors regarding Hemispherx's 

New Drug Application ("NDA") for Arnpligen which had been initially tiled with the U.S. Food 

anll Drug Administration ("FDA") as a treatment for CPS in 2007, on which FDA action was 

expected in February 2009. 

5. Specifically, Defendants disclosed delays in FDA action on the Company's NDA 

saying explicitly that the delay would be brief and that the FDA did not request additional 

information ot the time of the delays, while concealing deficiencies the FDA had noted 

previously, of which Defendants were well aware by virtue of the faet that they were then 

engaged in attempting to respond to them. During the Class Period, Defendants knew that the 

need to remedy these deficieneies would, at fl minimum, delay FDA review anll might result in 

rejection of the application if the FDA could 1I0t be satisfied. 

2 
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6. The market expected that there would be prompt FDA approval of Ampligcn to 

trl:at CFS, because the Company had no other source of ~ub~tantial near term revenues, am] its 

financial condition was so poor that, according to SEC filings, it wa~ paying a portion of the 

salaries and fees of its Board of Directors, employees, consultants and vendors in stock. 

Therefore, unless it could conduct one or more offerings of its stock, which required market 

belid" that its FDA application would be approved without difficulty or substantial delay, the 

Company could not pursue its ambitious development plans, or even continue in business for 

very long. 

7. Although the FDA requires statistically significant results using what is called an 

intent to treat analysis from two controlled trials, and, in the case of a dmg used to treat a chronic 

condition, requires clinical evidence that this drug does not extend the QT interval - n measure 

of cardiac effect - the Company's NDA did not comply with either of these rcquircments. 

Moreover, instead of submitting required rodent carcillogenicity studies, the Company had asked 

lhe FDA to waive this rcquiremcnt. Defendants misrepresented and conce<tled thesc factS! 

throughout the Class Period. 

8. Further, during its review of the Company's NDA, the FDA requesteJ multiple 

clinical safety assessments, pre-clinical toxicology reports (including phnrmacokinetic studies in 

multiple animal specics), and manufacturing l.:ontrol reports, which wcre required before the 

FDA could complete its review or approve the application. 

9. In a Fcbruary 18, 2009 press relea"e and in a May 26, 2009 press relcase, the 

Company announced brief Jelays in FDA action on the Company's NDA, which Defendants 

attributed to the FDA's workload. On various other occasions during the Class Period, 

3 
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Defendants made the same misrepresentation. adding that the Company had submitted 

everything that had heen requested. 

10. In a March 19. 2009 conference call, Defendant Strayer represented, falsely, that 

the results for the intent to treat analysis of the treadmill test data from the Ampligen Phase III 

trial were slatistit:ally significant, and tbat the Company had dispelled FDA concern about 

Ampligen's effect on QT inlerval. 

11. The truth began to emerge on November 2, 2009, when the Company issued a 

press release entitled "Hernispherx Diophanna Updates Chronie Fatigue Syndrome (CFS); 

Treatment and Commercial Application Programs; Targcts Completion of All NDA Regulatory 

Responses and Initiation of Expanded Clinical Collaborations in CFS," which stated in part: 

The Company also plans to complete all outstanding queries from the FDA 
regarding its New Drug Applil.:ation (NDA) for Ampligen®, an experimental 
therapeutic, during November and Decemher, 2009. On May 26, 2009, the 
Company announeed a delay on the Ampligen NDA which, at the time. had a 
PDUFA date of May 25,2009, As noted in the 1O-Q and lO-K filings at the time, 
the FDA did not rcquest addltl0nal infonnation from the Company ot that timc, 
However, several outstanding NDA iti!m~', requiring Hemispherx responses, 
existed at the time ofthe FDA delay as noted in the August 8,2009, 10-Qfiling. 
Between March 9, 2009 and September 15, 2009, the Company issued si" (6) 
new report... to the Agency ~panning various subject... including a) clinic.:al safety 
assessments, b) specialized pre-clinical toxicology reports, and c) abbreviated 
chemistry and manufaL'turing control reports. The Company believes that thesc 
rcpOits may fully retire all agency queries in these particular areas. 

The company also plans to .fUbmit four (4) additional reports on interrelated 
topics in November and Decemher, 2009, which will include pharmacokinetic 
analy.tes in mUltiple Iowa animal species (primates, rodents, etc.) (,.,he 
Lovelace Laboratory Studies'')and final validation reports of certain 
manufacturing procedures conducted at an independent facility, Hollister-5tier 
Laboratories in Spokane, WA. Some of these reports were recently cited in 
BioMcdReports.com and the Science Business Exchange (October 15, 2009),1 

I Emphasis added unless othcrwise note<L 
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12. As a result of the Novlwber 2, 2009 disclosure, the price of Hemisphcrx common 

stock plUIIllIlctcd from $[.45 per share on October 30,2009, to close at Sl.33 per share on 

Novcmber 2, 2009 (an 8.28% decline) on unusually heavy volume of 2,409.294 shares traded; 

and to decline further on November 3, 2009, when it doscd at $1.13 per share (a 15.04% 

decline), on unusually heavy volume of 8,739.506 shares traded. This decrease was the result of 

Defendants' disdosurc of facts that had previously been concealed and caused the price of the 

Company's common st.ock to be artificially inflated. 

13. On December I, 2009, after the market closed, the Company issued a press 

rclease wbich disclosed that the FDA advised the Company in a complete response letter that the 

NDA for Arnpligen could not be approved bel~atlse, among other things, the clinical (human) 

studies submitted with the application "did not provide evidence of efficacy of Ampligen," a 

finding which was substantially based on the fact that the results for the intent to treat analysis of 

the primary endpoint of the Phase III trial were not statistically significant. The December 1, 

2009 press release disclosed that as a result, the Company could not bope to obtain approval of 

Ampligen without conducting at least one additional large human study "which shows n 

convincing effect and eonfinns safety in !he target population" - mentioning the need for 

evidenee of eardiae safety. Further, the Decemher 1, 2009 press relea~'e admitted that the FDA 

f'i~' recommending that tire Company complete rodent carcinogenicit)· ~·tudies in two ~pecie~.," 

which the Company had cho~'en not to perform, hut in~1ead asked the FDA to waive. 

14. As a result ofthe foregoing disclosures in the December I, 2009 press release, the 

market priee of Hemispherx. common stock plunged an additional $0,49 per share, from a closing 

price of $1.20 per share on December 1, 2009 to close at $0.71 per share on December 2, 2009, a 

dedinc of 40.83%, on unusually heavy volume of 26,168,813 shares traded; and to dedine 
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fllrther on December 3, 2009, when it closed at $0.68 per share (a 4.23% deelinc), on unusually 

hcavy volume of 7,510,378 shares traded. 

III. JURISDICTION AND VENUE 

15. This Court has jurisdietion over the subject matter of this action pursuant to 

Section 27 of the Exchange Act, 15 U.S.C. § 78aa, and n U.SC. §§ 1331. 

16. The claims alleged herein arise under Sections lO(b) and 20(a) of the Exchange 

Act, 15 U.S.C. §§ 78j(b) and 78t(.), and Rule 10b-5 promulgateu unuer Section 10(b) (17 C.F.R. 

§ 240.lOb-5). 

17. Vefllle is proper in this District pursuant to Section 27 of the Exchange Act, and 

28 U.S.c. § 1391(b) and (c). Substantial ncts in furtherance of the alleged fraud andlor its 

effects, including the preparation and dissemination to the investing publie of materially false 

and misleading reports, ul,;curred in this District. Additionally, Hemispherx maintains its 

principal executive office in this Judicial District. 

18. In connection with the acts, omissions and other wrongs complained of herein. the 

Defendants, directly or indirectly, used the means and instrumentalities of interstate commerce, 

including, but 1I0t limited to, the United States mail, interstate telephone communications, and 

the facilities of the national securities markets. 

6
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IV. THE PARTIES 

A. Lead Plaintiff 

19. Lead Plainti ff, as set forth in the Certifications previously filed with the Court and 

incorporated herein by reference, purchased the publicly traded ~ornlIlon stock of Hernispherx. at 

artificially inflated prices during the Class Period, and has suffered damages as a result of the 

disclusure of the wrongful acts ofDeftmdants, as alleged herein. 

B. Defendants 

20. Defendant Hemisphcrx is a biophannaceutical company that maintains it.s 

principal executive offices at One PeW1 Center, 1617 JFK Boulevard, Philadelphia, 

Pennsylvania. TIle Company was founded in 1966 under the name HEM R~earch, Inc.. and 

went public in November 1995, raising $16 million in its initial public offering. At all times 

relevant to this action, Hemisphcrx. common stock has been li.s(ed for quotation on the NYSE 

Amcx cxchange. 

21. Defendant William A. Carter, M.D. ("Carter") has been Chairman of the Board uf 

Directors :since January 1992 and Chief Ex.ecutive Officer ("CEO") since July 1993. Defendant 

Carter has also served as Hemispherx':s Chief Scientific Officer since May 1989, President sinee 

April, 1995, and as a director since 1987. Defendant Cftlter is the co-invcntor of AmpJigen and 

joined Hemi.sphcrx in 1978. Defendant Carter reviewed, approved and .signed certain of 

Hemispherx':s fi.t!se and misleading SEC filings during thc Class Period and made faLse and 

misleading statements during the Company's Class Period investor conference calls. 

22. Defendaut David R. Strayer, M.D. ("Strayer") has served as Medical Director of 

the Company since 1986. Defendant Strayer made false and misleading statements during 

certain ofthc Company's Class Period investor conference calls. 

7 

Case 2:09-cv-05262-PD   Document 28    Filed 03/01/10   Page 10 of 70



V. BACKGROUND FACTS 

A. The FDA's New Drug Approval Process 

23. Under the Federal Food, Drug, and Cosmetic Act, 21 U.S.C. §§301-97, new 

phannaceutil.:al products cannot be marketed or .:;old in the United Stales unless the sponsor of 

the drug demonstrates to the satisfaction of the FDA that the drug is safe and effective for each 

of its intended uses. 21 V.S.c. §§355(a) & (d). The steps required before a llrug may be 

marketed in tbe U.S. include: (i) preclinical laboratory and animal tests; (ii) suhmission to the 

FDA of an application for an Investigational New Drug ("IND") exemption, which must become 

effective before human clinical trials COllUIlcncc; (iii) human clinical trials to establish the safety 

and efficacy of the drug, typically proceeding in three phases; (iv) submission of a detailed NDA 

or Product or Biologics License Application ("BLA") to the FDA; and (v) FDA approval of the 

NDAIBLA. The FDA does not approve a drug tor treatment of a Ji.sease in general. Instead, a 

drug is approved for treatment of a specific condition, or "indication," for which the drug has 

heen tested in patients. For each approved indication, the FDA will specify particular dosages 

and dosage frequency determined to be safe and effective. 

24. In addition, the FDA approves particular rather than general claims of efficacy, 

which limits the claims that the seller of tlle dlUg can make in its advertising and promotional 

material. For example, with respect to CFS, Hcmispherx applied for FDA approval of Ampligen 

as a treatment lor CFS, limiled to the claim that the drug increases exercise duration, as 

demonstrated hy increased mean treadmill exercise duration tor CFS patients, because that was 

the primary endpoint of the only Phase III clinical trial of Ampligen in the treatment of CFS 

patients that was conducted by the Company. Even if the NDA was approved, the Company 

would not be able to make other claims without running atoul of the Food, Drug & Cosmetic 

Act, because they would not have been proven in clinical trials. 
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25. Success or failure ofa clinical trial is determined by the ability of the trial to meet 

its endpoints, including a demonstration that the results are statistically significant. "Statistically 

significant" means that a given result is unUkely to have occurrcd by random chance, or due to 

factor.s outside of the control of the study. Statistical significance is measured on a scale of zcro 

(0) to one (1). A statistical significance level of 0.05 (5%) is the traditional scientific standard 

for determining whether given results are statistically significant. A result i.s expressed as a "p­

value," which is a statistical measure of the probability that a difference between groups in a 

clinical trial happened by chance. Statistical significance consisting of a p-value of less than 

0.05 has traditionally been considered convincing evidence of efficacy by the FDA. A p-value 

of 0.05 means that there is a one in forty likelihood that the result occurred by ehance. The 

lower thc p-valuc, thc more likcly it is that thc diffcrenee bctwecn an experimental group and a 

control group was caused by the drug, rather than by chance. 

R. Timing of FDA Action on a New Drug Applieation 

26. The Prescription Drug User Fee Act ("PDUFA"), enacted in 1992 and amended in 

1997 and 2002, authorizes the fDA to eolleet substantial "user fees" from pharmaceutical and 

biotechnology companies at the time an NDA is submitted, with those funds designated for u.se 

only in Center for Drug Evaluation and Research ("CDER") or Center for Biologics Evaluation 

and Research ("CBER") drug approval activities. In order to continue collecting such fees, the 

FDA is required to meet certain perfonnancc benchmarks, primarily related to thc speed of 

certain activities within the NDA review process. 

27. The so-called "PDUFA clock" starts on the day the NDA is filed with the FDA. 

The FDA has up to six months - and generally takes it - to issue an approval decision. Drug and 

biotech firms typically issue press releases when they file an NDA so that investors can calculate 

the date by which the FDA must issuc its deeision, often referred to as the "PDUFA date." 

9 
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C. Background Regarding IIemispherx's Ampligen NDA 

28. Ampligen is an investigational drug that is experimental in nature and is available 

legally only through clinical trials. At all times relevant to this action, Ampligen was undergoing 

clinical dcvelopment for the treatment of CFS. 

29. Ampligen was co-invcnted by Defendant Carter in the 1970s and was licensed to 

Hemispherx. Since that time, Ampligen has been a drug in search of a disease. 

30. Hemispherx has sought FDA marketing approval tor Ampligcn for approximately 

two decades. At various limes. Hemi~pherx has promoted and engaged in early testing of 

Ampligen as a treatment for chronic hepatiti~ B, ~mallpox, HIV, Ebola, avian flu, and most 

recently the HINl virus. However, virtually all of the Company's efforts and tiJnd~ havc been 

spcnt on CFS. 

31. In October 1987, Du Pont cntcrcd into a partnership with Hemispherx, to develop 

Ampligen in the treatment of AIDS. Expecting Ampligcn to be a high flier, Du Pont acquired 

6% of HEM's stock for $10 million and agreed to fund part of a 300-person clinical trial, 

according to reports. After Ampligen flunked the clinical trial o[ its cffcctiveness in treating 

AIDS, Du Pont terminated it~ partnership with Hemispherx in Octobcr 19S5. It was around the 

same time thot Hemispherx fired Defendant Carter (then the Company'~ CEO) [or 

mismanagement of the AIDS clinical triols. The Company switched its attention to CFS, a 

poorly understood syndromc with no known couse that starts with tlu-like symptoms and 

progresses to chronic weakness and fatigue. 

32. There is no laboratory test or barometer for CFS, which is diagnosed by observing 

a set of symptoms consistent with CFS, and ruling out all other known causes for the symptoms. 

As defined by the U.S. Centers [or Disease Control & Prevention, to receive a diagnosis ofCFS, 

a patient must satisfy two criteria: 

10 
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a.	 Experience severe chronic fatigue of six months or longer duration with other 

known medit:al t:onditions cxduded by dinit:al diagnosis; and 

b.	 Conenrrently exhibit four or more of the following symptoms: substantial 

impainnent in short-tcrrn mcmory or concentration; sore throat; tcndcr lymph 

nodcs; muscle pain; multi-joint pain without swelling or redness; headaches of a 

ncw type, pattem or severity; unrefreshing sleep; and post-exertional malaise 

lasting more than 24 hours. 

33. In addition to the eight primary defining symptoms of CFS, a number of other 

symptoms have been reported by 20% to 50% of CFS patients. These symptoms include 

abdominal pain, aleohol intolerance, bloating, chest pain, chronic cough, diarrhea, dizziness, dry 

eyes or mouth, earaches, irregular heartbeat, jaw pain, moming stiffness, nausea, and night 

sweats. 

34. By 1990, Defcndant Carter found his way back m the Company. Under 

Defendant Carter's leadership, the Company filed an application for a "treahnent IND" for 

Ampligen on September J, 1991, based on the results of a study involving 92 patients with CFS. 

A "treatment IND" status is intended to provide desperately ill patients with experimental drugs 

even before they are approved for marketing. Treatment IND status is given to drugs completing 

Phase II or currently in Pbase TTl trials. 

35. In October 1991, the .FDA notified thc Company that its application to provide 

Ampligen under a treatment IND tor patients with chronic fatigue syndromc was placed on hold 

as the data did not support the expansion of Ampligen treatment. In its letter, the FDA stated 

that Hemispherx's study results involving 92 patients were preliminary and that data submitted 

to the FDA were incomplete and inadequate to assess safety and effectiveness of the drug in 

11 
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CfS. The fDA had also raised serious concerns about the potentially lite-threatening reactions 

including acute liver toxicity, severe abdominal pain and irregular heartbeat that were observed 

during the study. The following yem, in October 1992, Hemispherx was authorized hy the FDA 

to begin a Phase II study of Ampligen lor the treatmcnt of CFS. 

36. In 1994, the results of the Phase II study of Ampligen in CFS were publishcd. 

11,e study enrolled 92 CPS patients (45 randomized to Ampligen and 47 assigned to a placebo) 

and treated them for 24 weeks. According to the Company, in the study, patients treated with 

Ampligcn reported a "clinically significant" improvement in their functional impainnent 

(primary endpoint of the study) compared to placebo, as measnred by the Kamofsky 

Perfonnanee Scale, a scale which measures functional perfonnanee. Eosed on this study, 

Hemispherx pushed Ampligen into a larger, Phase III study. 

37. The Phase III clinical trial ("AMP 516") began enrolling patients in 1998. The 

study used the same dose of Ampligen as the Phase II study, but extended the treatment to 40 

weeks and changed the primary endpoint to improvement in treadmill exercise tolerance testing. 

On May 3, 2006, Hemispherx issued a prcss release illIDouneing that the Company was 

presenting the "audited results" of its Phase 111 study that doy at the 5th International Conference 

on HHV [human herpes vimsJ in Barcelona, Spain. Aecording to the May 3, 2006 press 

release,"[t]he presentation shows that the tests achieved improvements far above the levels 

considered medically significant" The May 3 press rclease also states: 

... In the recently completed Phase III trial, patients receiving Ampligen (Rl_ for 
40 weeks improved exercise treadmill performance by 14.g% compared to the 
plaeebo group, and 12.9% by intent to treat analysis. That's twice the minimum 
(evel considered to be medically significant, which is 6.5%." 

However, the statistical result improved treadmill perfonnanee using the intent to 
treat analysis, which is the analysis that the FDA eonsiders the relevant analysis 
because it counts the results for all of the potients in the trial, was not statistically 
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significant. As the rescareh abstract presented at the May 3, 2006 medical 
conference in Barcelona revealed, the statistieal p-value for the intent to treat 
analysis in the Phase III trial was p=0.052, which is higher than p=0.05, and; as a 
rcsult, is 1I0t statistically significant. Thercforc, that result did not meet FDA 
statistical standards. 

3S. Hemisphcrx initially filed an NDA for Ampligcll with the FDA for treatment of 

CFS on October 10, 2007. On DeL:ember 5, 2007 Hemispherx received a Refusal to File letter 

from the FDA because its NDA filing was deemed "not substantially complete." Hcmisphcrx 

filed amendments to its Ampligen NDA on April 25, 2008. On July 7, 2008, the FDA accepted 

for review Hemispherx's NDA for Ampligen as a treatment for CFS. The Company claims that 

Ampligen is the first drug in the class of RNA (nucleic acid) molecules to apply for NDA 

reVIew. 

39. Aeeording to Defendants, a response from the .FDA was expected by February 25, 

2009. On Dcecmber 1, 2009, atter reporting several delays whieh Defendants represented were 

not due to any deficiencies in the NDA, the Company announced that the FDA had rejected the 

applieation and that the Company would need to conduet a new large human trial and several 

animal studies in support of an amended NDA. 

D. Defendants Bet the Company on the Success of the Ampligen NDA 

40. At all times relevant to the Class Period, Defendants essentially bet the Company 

on the Ampligen NDA. As a result of the Company's decades long pursuit of FDA approval of 

Ampligcn, Hcmispherx was a company in desperate need of eash. Aeeording to the Company's 

Form 10-K filed with the SEC on March 9, 2009, Hemispherx reported net income only from 

1985 through 1987. Since 1987, Hemispherx has incurred substantial operating losses due to its 

researeh and development programs. The only eommereial produet of Hemispherx is Alferon 

Injection, approved solely for the treatment of refractory genital warts, and sold in the U.S., 

Mexieo, Germany, Singapore, and Hong Kong. 
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41. The Company derives its revenue only trom the Ampligen cost reeovery program 

and commercial .sales of Alteron Injection, A.s reported in Hemispherx's Form 10-Q for the 

quarter ended March 3t, 2009, the Company had "not yet generated significant revenues from 

[its] products," and as of March 31, 2009, had an accumulated deficit of more than $200 million, 

By September 30, 2009, Hemispherx's accumulated deficit had increased to more than $206 

million, 

42. In recent years, the costs for development of Ampligen have consumed most of 

the Company'.s re.sources and repre.sented its large.st investment For example, the March 9, 

2009 Fonn 10-K states: 

Cash used in operating actiVIties for the year ended December 31, 2008 was 
$9,358,000 reflecting main(v expenditures for the preparation and filing of the 
Amp/igen(R) NDA .... As of Fehroary 28, 2009 we had approximately $5,734,000 
in cash and cash equivalents and short-term investments, or a decrease of 
approximately 6,3% from Deeembcr 31, 2008, 

Given the harsh economic conditions, we have reviewed every aspect of our 
operations Jor cost and !;pending reductiom' to a!;'Sure the long-term survival of 
our Company while maintaining the resources necessary to achieve our 
primary objectives of obtaining NDA approval of Ampligen(R) and securing a 
strategic partner. We believe, but cannot assure, that our current funds should he 
su1licienl to mcel our operaling cash requirements tor the nexl 16 months as we 
have taken the steps discussed below to curtail discretionary spending to conserve 
cash and reduce our monthly bum rate. 

E. Ampligen Was the Company's Core Product 

43, Defendants admit in thc Company's Class Period SEC filings that Atnpligen was 

the Company's core product and the Ampligen NDA was Hemispherx's most important project 

For example, Defendants disclosed in the Company's Form 10-Q for the quarter ended 

September 30, 2009 filed with the SEC on November 9, 2009, that Ampligen represent.s one of 

the Company'.s "two core phannaceutical platfonn.s": 

Our current .strategic fOl-'Us i.s derived from four applications of our two core 
pharmaceutical technology platforms Ampligen® and Alferon N Injection®. 
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The commercial focus for Ampligen® includes application as a treatment for 
Chronic Fatigue Syndrome ("CFS") and as a vaccine enhancer (adjuvant) for hoth 
therapeutic and preventative vaccine development. Alferon N Injection® is a 
Food and Drug Admini~tration ("FDA") approved product with ~n indication for 
refractory or recurring genital warts. Alferon® LDO (Low Do~e Oral) is an 
application currently under early stage development targeting influenza and viral 
diseases both as an adjuvant as well as a single entity anti-viral. 

44. Moreover, Defendants have looked to Ampligen as the drug that would lead the 

Company to profitability. Indeed, at all times relevant to this action, Defendants emphasized the 

commercial potential for Ampligen as a blockbuster drug (a drug with sales in exce~s of a billion 

dollars), based on the following: 

a.	 During the Class Period, no drug therapy for CFS had received U.S. marketing 

approval. Indeed, to date, no CFS drug has reached the market. 

b.	 If approved by the FDA, Ampligen would be the only drug therapy for treatment 

ofeFS. 

c.	 Hemispherx is the only manufacturer of Ampligen in the world. 

d.	 If Ampligen received FDA approval, Hernispherx would have been the exclusive 

manufacturer of the only CFS drug therapy. 

45. Defendant Carter stated in the March 19, 2009 conference call that the potential 

market tor Ampligen is $1 billion: ""A drug in this class would certainly have the potential to be a 

$1 billion product assuming that it was acceptcd in the marketplace...." 

46. Defendant Carter sugge~ted during the March 19, 2009 conference call that there 

are upwards of a million patients who would potentially take Ampligen and that the Company 

could expect reimbursemcnts of $16,000 to $20,000 per year for each patient: 

William Carter - Hemispherx Biopharma, Inc. - Chairman, CEO 
As you know, there are between 4 minion and nmillion Americans who have the 
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Unidentified Participant 
Chronic syndrome. 

William Carter - Hemispherx Biopharma, Inc. - Chairman, CEO 
the di,<lorder, and let's say 25% of them, more or less, are very, very ill. These 

would be the fir~t patients who might qualify when and if the drug is approved. 
Undcr thc cmcrgeney rcgulations, we presently provide the drug on a east 
reimbursement basls for $16,000 to $20,000 a year. So ohviously, there would 
probably be a step-up in that pricing if the product rel:eives a Cull approval. But in 
essence, you can run the numhers yourself. As you know, there are no other 
products on the market that are approved. 

VI. FALSE AND MISLEADING STATEMENTS DURING THE CLASS PERIOD 

47. On February 18,2009, the Company issued a press release entitled "FDA E,;tends 

IIemispherx's NDA Review Date for Ampligen® a~ Potential Treatment for CFS," which 

revealed that, due to the agency's workload, there would be a three-month delay in FDA action 

on the Company's application for approval of Ampligen as a treatment for CFS. The Fcbruary 

IS press release stated: 

IIemispherx ... has received a leuer from the Food and Drug Agency ("FDA") 
indicating that the originally scheduled Prescription Drug U~er Fee Act 
("'PDUFA") date on the Ampligen® (Poly I:Poly CI2U) New Drug Application 
(NDA) would be extended by three months "in order to provide time for a full 
review of the snbmission." Additional data were received by the FDA within 3 
months of the user fee goal date. 

Due to constraints at the FDA, specifically and including the increased 
workload related to the recently enacted and implemented FDA Amendments 
Act ("FDAAA'~ and FDA's Safety First/Safe Use initiatives, work priorities 
may change resulting in the Agency going past the customary PDUFA goal set 
for review.II ofan application. 

A decision was originally expected by February 25, 2009, tor the Company's 
submi~~ion of its Ampligen® NDA, which is designated as an Orphan Drug for 
the treatment of Chronic Fatigue Syndrome, which has no FDA approved 
treatments on the market. Ampligen® is al~o authorized tor Emergency 
(compassionate) Cost Rceovery Sales Authori7.otion by the FDA and has a 
"promising" designation by the Agency on Health Research Quality (AHRQ): 
"Ampligen®, an investigational drug that is not approved by the FDA, given 
intravenously to severely debilitated patients, yielded the most promising results." 
The extended user fee goal date is now May 25th, 2009. 
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Extensions of NDA reviews are a scparate category of FDA response, distinct 
from a complete rcsponse letter or approval by the PDUFA dale, and have always 
existed. Prior to the reeent new FDA initiatives (cited above) and resultant 
increased workload, "on time" action by the Agency has generally ranged 
belwccn 68 and 100 percent for the standard NDA reviews bctween FY 1999 and 
FY 2006 (source: Annual FDA PDUFA Perfonnanee Reports (www.FDA.goY ». 

48. Defendnnts' statements in the Fcbruary 18, 2009 press release were materially 

false and misleading beeause Dcfendants knew or recklessly disregarded that the FDA could not 

have completed its review of the Ampligen NDA by February 25 regardless of any issues 

relating to '"'ini,;reased workload related to the recently enacted and implemented FDA 

Amendments Ae( ... and FDA's Safety First/Safe Use initiatives." As Defendants latcr 

admitted, at the time they made the falsc and misleading Fehruary 18 representations, they were 

in the proccss of responding to FDA requests for a wide varicty of reports, whii,;h the Company 

needed 10 submit before the FDA would eornplete its review, including clinieal safety 

assessments, spei,;ialiLed pre-clinical toxicology reports, and i,;hemistr)' and manufacturing 

eontrol rcports. As Dcfcndants admitted in Hemlspherx's Novcmber 2, 2009 press release and 

the November 9, 2009 Third Quartcr Fonn 10-Q: 

Between March 9, 2009 and September 15,2009, we issued six ne~' reports to 
the FDA spanning yarious subjects including clinical safety assessments, 
specialized pre-clinical toxicology reports and abbreviated chcmistry and 
manufacturing control rcports. We also plan to submit four additional 
reports on intcrrclatcd topics in NO\·ember and December 2009, which will 
include pharmacokinetic analyscs in multiplc lower animal species (primates~ 

rodents, etc.) regarding the Lovelace Respiratory Rescarch Institutc studies 
nnd final validation reports of certain manUfacturing procedures conducted 
at an independent facility, Hollistcr-Stier Laboratories in Spokane, WA. 

November 9, 2009 Fonn 10-Q. 

49. On March 13, 2009, the Company filed its 2008 Annual Report on Form 10-K 

with thc SEC for the year ending December 31, 2008, which was signed by Defendant Carter, 

and stated in part: 
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On July 7, 2008 we w~r~ notified that the FDA had accepted for review our 
amended NDA fibng for using Ampligen® to treat CFS. FDA approval of this 
application would provide the first-ever treatment for CPS. As present, only 
supportive symptum-based care is available for CFS patients. 

FDA Extends NDA Review Date tor Ampligen® 

In February 2009, the Company received a ]cllcr from the Federal Drug 
Administration ("FDA") indicating that their originally scheduled Prescription 
Drug User Fee Act ("PDUFA") dale on the Ampligcn® (Poly I:Puly C12U) New 
Drug Application ("NDA") wuuld be extended by three months "in order to 
provide time lor a full review of the submissioll." A decision from the FDA was 
originally expected by February 25, 2009. The extended PDUFA date tor 
Ampligen® 1S now scheduled for May 25, 2009. Due to constraints at the FDA, 
~pecffically and including the increased workload related to the recently enacted 
and implemented FDA Amendment!)· Act and Safety Fird/Safe Use initiatives, 
work priorities may change re.mlting in the agency going pmit tire customary 
PDUFA goal date setfor review~' of an NDA. 

Extensions of NDA reviews are a separate category of FDA response, distinct 
from a complete response letter or approval by the PDUFA date, and have always 
exist~d. Prior to the recent new FDA initiatjves (cited abuve) and resultant 
increased workload, "on time" aetiun by the agency has generally ranged between 
68 and 100 percent for the standard NDA reviews between fiscal years 1999 and 
2006 (sollfee: Armual FDA PDUFA Perfonnanee RepOltS (www.FDA.gov). 

50. Defendants' statements in the March 13, 2009 Fonn lO-K werc materially false 

and misleading in their nttributions of the delayed PDUfA date to FDA "constraints" and 

"lnereased workload" for the same reasons as the Fehruary 18, 2009 press release. 

51. At the IACFS/ME 9th International Research and Clinical conference frum Man:h 

12-15,2009 in Reno, Nevada, Defendant Strayer madc a presentation regarding Ampligen, in 

which he reported that there were no safety ..:uncems from treatment with Ampligen and that 

patients were able to decrease use of other medications while toking Ampljgen: 

Interferon and ..:ytokine levels in the pha.<;e lIT trial of Poly I: Poly C12U 
(ampligen) wa.o;; presented by David Strayer (Philadephia, USA). Pre-treatment 
and intra-patient changes from baseline were eompnred to see if the treatment had 
a significant effect on serum levels. Patients had improved significantly in 
treadmill tests and deereased use of other medications with this treatment, but 
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there was no sig.nificant modulation of interferons or cytokines. No ~afety 

concerns were raised and the treatment was well tolerated. The decrease in use of 
concomitant medications was an important point, iH, ~everal of thc medications 
used regularly in CFS do cnuse prolongation of the QT interval, with pos~ihle risk 
of death. Overall death rates in CFS patients due to heart failure, suicide and 
cancer were reduced. 

52. On March 19, 2009, during the Company's fourth quarter 2008 earnmgs 

conference call with securities analysts amI investors, defendant Carter made the following 

statements: 

William Carter - Hem;!Jpherx B;opharma, Inc. - Chairman, CEO 

We believe that we have answered all the major questions that have been put 
forward with the Agency. Now under federal law, they can continue to ask 
questions as long as they want. 

But we believe that the major questions which they have asked have in our 
opinion been retired. Ohviou~ly, we are trying to anticipate questions lhat might 
come up in the future so that we can he prepared should there be further 
questions. 

Unidentified Participant
 

That is May 25 that is going to come up'?
 

William Carter - Hemispherx Biopharma, Tnc. - Chairman, CEO
 

Yes, May 25, we would c'Xpcct definitive response letters at that point.
 

53. Defendant Car1er·s statements during the March 19, 2009 conference call were 

materially false and misleading been use he knew that the Company had not "answered all the 

major questions" from the FDA. On the contrary, the Company was then responding to 

nwnerous FDA requests for additional intonnation concerning the Ampligell NDA. As 

Defendants admitted in the November 2, 2009 press release, at the time of the March 19, 2009 

conference call, the Company was compiling and submitting new reports to the FDA on a variety 

of topics, including clinical safety assessments, specialized preclinical toxicology reports and 
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chemistry and manufacturing control reports. In fad, the Company continued to respond to these 

outstanding FDA requests until and after the end of the Class Period. 

54. In the March 19, 2009 conference call, Defendant Carter discussed what he called 

one of the "overarching challenges in phannaceutical research," "a challenge to all drugs that are 

potentially giveen on a chronic basis," which he referred to as "the Vioxx problem." (Vioxx was 

the Merck arthritis drug that the FDA caused to be withdrawn from the market when it causcd 

serious, even fatal, cardiac effects.) Defendant Carter called this problem ""the unintcnded 

cardiovascular consequences of drugs given to the chronically disabled population." 

55. In the March 19, 2009 conference call, addressing the issue of the possible 

cardiotoxicity of Ampligcn. Dcfcndant Strayer said that: 

The QT interval is a part of the EKG I;ornplex, and the importance of it is that 
when this intcrval gcts prolongcd, it increases the risk of arrhythmias and of 
sudden death. 

So what we did is we looked - again in the 516 study we looked we looked at the 
QT interval in the Ampligen group versus tbe placebo group. We actually found 
that the placebo group had iJ. prokll1ge<.l QT interval comparcd to the Ampligen 
group. We began to probe this. Wc found that it was direetly related to the 
number of medications they were taking that prolong tbe QT interval. 

This was true in both AMP 502, our first randomized placebo-controlled study, as 
well as the second one, AMP 516. 

So these results really from two independent clinical trials suggest that the 
therapeutic benefit of Ampligen allows patients to reducc thcir dependence on 
concomitant mcdications used to treat the symptoms of eSF, and thereby 
specifically reducing exposure to these drugs that are known to prolong the QT 
intervaL So we think this is a vcry important finding, and we have recently 
submitted this data to the Agency. 

20 

Case 2:09-cv-05262-PD   Document 28    Filed 03/01/10   Page 23 of 70



56. In the March 19, 2009 conference call, Defendant Strayer also represented, in 

response to a question hy a securities analyst, that the results for the intent to treat analysis of the 

treadmill time, the primary endpoint of Phase 111 Ampligen trial, "are statistically significftIll." 

57. Defendants Strayer's and Carter's statements about cardiotoxicity were materially 

misleading by reason of the failure to disclose the fact that in the Phase III trial, patients treated 

with Ampligen experienced arrhythmia. a cardiac effect. and the Company had not perfonned 

the FDA prescribed testing to detennlne the effect of a drug for a chronic condition on QT 

intenral, as described in Guidance for Industry: Clinical Evaluation of QT/QTC Intenral 

Prolongation and Proarrhythmia Potential for Non-Antinrrhythmic Dmgs. As a result, as the 

Company announced in a December 1, 2009 press release, the FDA required the Company to 

perfonn a "well-controlled QT interval study" as one of the prerequisites to approval of 

Ampligen as a treatment for CfS. 

58. Defendant Strayer's representation that the result for the intent to treat analysis tor 

the primary endpoint of the Phase lIT trial was statistically significant was false, as the p-value 

for that result was p=O.052, whieh is greater than p=O.05, and, therefore, not statistically 

significant. Results that are not statistically significant are not nonnally considered crcdihle 

evidence by the FDA. Indeed, in a December 1, 2009 press release, Hemlspherx disclosed that 

"the FDA stated that the two primary clinical studies submitted with the NDA did not provide 

credible evidence of efficacy of Ampligen." 

59, Also during the March 19, 2009 conference call, Defendant Carter asked 

Defendant Strayer to report to investors about new cardiovascular data. As shown helow, 

Defendants claimed that this new data supported safety of Ampligen by blaming certain adverse 
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canli~c effects. known as prolonged QT interval, on other medications certain study patients 

were taking: 

William Carter - Hellli!ipherx Biopharma.• inc. - Chairman, CEO 

Okay. Tell us a little bit about the new cardiovascular (multiple speakers) dala. 

David Strayer - Hemi,fipherx Biopharma, inc - Medical Director - Regulatory 
Affairs 

Yes, we have shown in previous publications and presentations that the Ampligen 
patients actually can reduce the use of concomitant medications that they 
take to relieve the symptoms of CSF.... CSF patients utilize numerous 
medications to try to ameliorate their symptoms. 

We now wanted to look at a specific class of these drugs that they take to sec 
whether or not we eould show that this particular very important class that has 
cardio toxic effects actually was reduced as well. This class are drugs that 
prolong the QT interval. The QT interval is part of the EKG complex. And the 
importance of it is that when this interval gets prolonged, it increases the risk of 
arrhythmias and of sudden death. 

So what we did is we looked - again in the 516 study we looked at the QT 
inten/al in the Ampligen group versus the placebo group. We actually found 
that the placebo group had a prolonged QT interval compared to the 
AmpJigen group. We began to probe this. We found that it was directly 
related to the number of medications they were taking that prolong the QT 
interval. 

This was true in both AMP 502, our first randomized placebo-controlled study, as 
well as the second one, AMP 516. 

So these results rcally from two independent clinical trials suggest that the 
therapeutic benefit of Ampligen allows patients to reduce their dependence 
on concomitant medications used to treat the symptoms of CSF, and thereby 
specifically reducin~ exposure to these drugs that are known to prolong the 
QT interval. So we think this is a very lmportont fmding, and we have recenl1y 
submitted this data to the Agency. 

60. These stah..meI1ts falsely assured investors that Hemispberx hod performed 

adequate cardiac safety studies and that any prolonged QT interval prohlem~ were not caused by 

Ampligen but instead were due to other medications. In this way, Defendants conditioned the 
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market to believe that the FDA would not require the Company to perform additional cardiac 

safety studie~. However, the faci that the Company was submitting this QT interval data reveals 

that the FDA was making inquiries regarding the L:i:l.rdiae safCty of Ampligen and, as Defendants 

admitted in the December 1,2009 press release, not only did the FDA require the Company to 

perform a third clinical trial, hut the FDA also required that this study include a well-controlled 

QT interval srudy. 

61. On May 11. 2009, the Company issued a press release entitled "Hemispherx 

Biopharma Announces $1 S.) Million Public Eqnity Offerings," which stated in part: 

Hemispherx Biophanna announeed today that it has agreed to sell up to $18.3 
million in common stock and warrants in a registered offering to two institutional 
investors. The investors will purchase today, for $15 million eash, common 
shares of its stock at $1.1 0 per share. 

62. Also on May 11, 2009, the Company filed its Form 10-Q with the SEC for the 

quarter ended March 31,2009, which stated in part: 

On July 7, 2008, the FDA accepted for review our NDA for Ampligen® to treat 
CFS, originally submitted in Octoher 2007, We are seeking marketing approval 
for the first-ever treatment for CFS. At present, only supportive, symptom-based 
care is available for CFS patients.... On February] 8. 2009, we were noti1ied by 
the FDA that the originally scheduled Prescription Drug User Fee Act date of 
February 25,2009 has been extended to May 25,2009. 

63. On May 19, 2009, the Company revealed in a press release issued on that date 

that it had again reaped the fruits of its misrepresentations about the delayed FDA action on its 

application for approval for Ampligen as a treatment for CFS, announcing that institutional 

investors purchased Hcmisphcrx stoek for $16 million, stating: 

Hemispherx Biopharma announced today that it has agreed to sell up to $16 
million in common stock and warrants in a registered offering to two institutional 
investors. The investors will purchase for $16 million cash, 11,906,976 common 
shares of its stock at $1.34375 per share. 
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64. As a result of stock and warrants issued in the offerings announced on May 11 

and 19, the Company raised approximately $33,712,000. 

65. On May 26, 2009, the Company issued a press release announcing yet another 

delay in FDA action, again blamed on FDA scheduling issues and denied that the FDA had 

requested additional infonnation, entitled "Hemispherx Biophanna Announces Possible Brief 

Delay in FDA Action on Ampligen® New Drug Application," which stated: 

Hemispherx Biopharrna, [nco today announccs that the u.s. Food and Drug 
Administration ("FDA") has advised the Company that it may require up to 1-2 
additional weeks to take action heyond the scheduled Presl~ription Drug User Fee 
Act action date of May 25, 2009 on the New Drug Application for Ampligen® 
(Poly I:Poly C12U), a selcctive TLR3 modulator, for the management of Chronic 
Fatigue Syndrome. Reason for the possible delay was attributcd by the Agency to 
certain staff schetluling changes which might (or might not) delay the report. 
Accordingly the Company's development plan for Amphgen® eontinues as 
described in the recently lilcd 10Q and 10K, as the FDA did not request 
additional information from the Company at this time. 

This statcment was materially fal.<;e and misleading tor the samc reasons as the Fehruary 18, 

2009 press release. 

66. On lum: 12, 2009, during a biomedreports.com interview, defendant Carter made 

the following statements: 

Interviewer: First of "II, let's talk about what everyone is talking about, which 
is the FDA decision, is it safe to say that we haven't heard anything from the FDA
 
in regards to Ampligen?
 

Dr. Carter: Correct.
 

67. Defendant Carters' statement at the June 12,2009 interview was matcrially false 

and misleading when made bel~ause he kncw, but intentionally concealed, that lhe FDA had been 

in contact with Hemispherx and made multiple inquiries regarding the Arnpligen NDA, and 

Hemispherx was actively engaged in responding to these inqujries throughout the Class Period. 

As Defendants admitted in the Company's November 2, 2009 press release, at the time of the 
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June 12, 2009 interview, the Company was compiling and submitting new reports to thc FDA on 

a variety of topics, including clinical safety assessments, specialized preclinical toxicology 

report~ and chemistry and manufacturing control report8, 8pecifLcally in response to FDA 

inquiries relating to the FDA. In fad, the Company continucd to re8pond to outstanding FDA 

requests throughout the Class Period and thereafter. 

68. On July 22, 2009, on the Company':; conference call with investors and analysts, 

Defendant Carter made the following statements: 

Mr. Welsh: Yes, 1was wondering if there's any foreshadowing or new news of 
the FDA's approval of Ampligen? 

Dr. Carter: ... I gave a brief status report at the introduction to this eonference 
call. We have not received any recent ncws from the agency. And as 1pointed out 
carlicr in a call, we have a number of initiatives in the CFS area which are not 
dependent upon that specifie - that specifie ~et of correspondences from the 
agency. 

And so we're moving on these - we're moving on a whole series of initiatives 
with respect to clinical trial:;, market developmcnt, safety study reports. 

In the past, we've issued somc re-rcports. Now we're issuing complete audited 
reports on a variety of safety issues that the agenl:·y ha~ raised over several years; 
no - no new issue:;, but now we're rctiring them through - we believe we're 
retiring them through more eomprehensive reporting. So this is all - this is all 
going forward. 

And as you know from earlier conference ealls, we believe the agency is 
substantially overworked at the moment with its new initiatives. It bas new 
senior management. .And wc expect that sometime in the fall, perbaps sooner, 
we will be hearing from the - from the ageney. 

[Carter]: What we - what we're doing now, sinee since we believe that we've 
received the totality of significant questions and have retired them, we're now 
creating the dossier for Canada and for selected European countries. 

Steve Gold: Hi Good Morning. The last we heard - well, we heard from the 
FDA - there was a one- or two-week delay, and I heard you discuss tbe FDA 
earlier, at the bcginning of the call. J want to get a little bit specifie about that, if I 
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may. That was about two - two months ago or so. Next, we heard you say that 
you're expeding - now you're expeeting a response sometime in the lall. What 
do you attribute this tremendous delay to? And to say that the agency is 
overworked or overloaded, wouldn't it be reasonable for the company to reqnest 
an update - an updated timeline from the FDA? 

[CarterJ; So this is a - this is a - this is a common phenomenon with respect to 
the agency. And even though it is hiring several thousand new people under 
its recent congressional appropriation, it's going to take awhile to train them. 

I don't -I don't want to suggest - and ifI suggested it, that we are not in - we arc 
not in eorrespondenee with the agency, that would be correct. We are regularly 
providing reports to the ageney to different reviewers and different art:as~ for 
example, in the area of preclinical toxicology. And so we are in correspondenee. 

With respect to the question of - the definitive answer to om pending NDA, it's 
been our impression and that of - and that of our regulatory counsel that the 
agency knows that we are most eager to -. to deteffiline what their deliberations 
are. They were present at a meeting at the end of Mayas a member of the HHS 
committee. 

[Carter]: And we feel that if the - the appropriate course of aelion is is to be 
responsive to any queries, shall we say, that are still out there, and that's what 
we've been doing, as I said, providing definitive documents, where, before, there 
was summary documents, which we felt retired the issuc but was not necessarily 
the totally enriched document with schedules of numbers, et cetera, et cetera. 

Steve Gold: One final question. Is the FDA currently awaiting any datu or 
documents from Hemi/jpherx that may be delaying this approval? 

/Carter]; We don't think that there are any documents. It's always hard to 
understand materiality, but there were many, for example, many inspections done 
all over the country. 

The clinical site inspections, so far as 1 remember, wt.'Te perfect. There were no 
so-called 483s, there were 483s - a small one issued on New Brunswil~k and a 
larger one issued on our - on our contract lill and finish group called Hollister 
Sti~r. 

The 483 into the - into our facility, we retired, we believe, to the best of our 
satisfaction, roughly a month or six weeks ago. We haven't yet received a 
response from the agency on that, but that's not unusual for them simply to accept 
a response. And if they deem --- if they still have a question, thl~y may - they may 
inspect again. We haven't heard that they will. 

26 

Case 2:09-cv-05262-PD   Document 28    Filed 03/01/10   Page 29 of 70



Wc - I've commented in ellrlier inspections lhat with respect to Holister Stier, 
there were some limited questions with respect to what's called mix and hold; that 
is, is the product being distributed in these very large tllnks. We're still working 
on that. That's very eommon among perennial manufacturers to perfect that in, 
shall we say, the post-approval inspeetion. What we've done so far are pre­
approval inspeetions, but thcre is still experiments that would necessarily have to 
be donc in a po~t-approva1 and some of those we're - we're, shall we say, 
jumping the gun Dod - and doing them now in a the hope that that will savt: 
time. 

And, obviously, IIolister-Stier has an excellent reputation in this field, and we 
think that, ultimately that will carry the day. Though - though 1 would !>ay that as 
of tuday we don't have evidence, written t:vidence, from the agency about 
Ho1istcr Stier aetivity. We think that it will, as they've done many times in the 
past, be satisfactory to the regional onicc in Seattle which in tum will report that 
to the home oflice in Silver Spring., Maryland. 

69. On August 10,2009, the Company filed its quarterly report on Form lO-Q with 

the SEC for the quarter ended June 20, 2009, which stated in palt: 

On Fehrullry 18, 2009, we wert: notified by the FDA that the Oliginally scheduled 
Prescription Drug User Fee Act ("PDUFA") dated february 25, 2009 has been 
extended to MDy 25, 2009. On May 22, 2009, we were notified by the FDA that 
it may require up to one to two additional weeks to lake a<.:tion beyond the 
scheduled PDUFA aetion date uf May 25, 2009. Since that date, no further 
notification has been received from the FDA. 

* * * 
The FDA condueted a field inspection at Hollister-Stier Laboratories in Spukane, 
Washington in mid-2008. The Ampligen® final fill uperations are performed 
under cuntract with Holllster-Stier. The inspectiun resulted in a FDA Form 483 
with two observations dealing with reviews and validations of process variability. 
We continue to work with Hollister-Stier to finalize specific actions to address the 
FDA Form 483 issues and Hollister has submitted a :spedfic action plan to the 
Seattle, Washington office ufthe fDA. It is our expectation that these issues will 
be re!>olved and we will be able to complete the resultant sequential validations by 
the end of2009. 

On September 19, 2008, we executed an agreement with Lovelace Respiratory 
Research Institute in Albuquerque, New Mexico to perform certain animal toxic 
studies in support of our Ampligen® NDA. These studies were requested by the 
FDA and will be done in mllaboration with the resources of the New Brunswick 
facility. These studies have been substantially completed with summary reports 
expected to be issued to the FDA during the third quarter of 2009. Data fur final 
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FDA reports are presently undergoing internal auditing at Lovelace and 
Hemispherx with a projected completion of the final report for late 2009 to early 
2010. 

70, On Septcmbcr 19, 2009, TheStreet.com published an article enlilled "Hemispherx 

Hasn't Called FDA on Ampligen Review," which stated in part: 

As the crowd [at the Rodman & Renshaw Global Investment Conference] was 
breaking up to make way for the next prcscnting company, I walkcd up to Carter, 
introduced myself, and asked him to more fully explain what he meant when he 
said the eompany was "cleaning up certain issues" with the FDA 

On numerous occasions sincc May, Carter has statcd that the company wasn't 
aware of any deficiencies in the Ampligcn data package and that the FDA hasn't 
asked the company for any additional infonnation. 

His answers to my question at the Rodman conference suggested a change to that 
stance. Morc specifically, I wantecl Carter to explain why thc company made a 
small hut seemingly important alteration to the wording of its quarterly reports 
filed to the Securities and Exchange Commission. 

IIemispherx is working with its contract manufacturer Hollister-Stier Laboratories 
to resolve two deficiencies in the Ampligen fill-finish process found hy FDA 
inspectors working out of the agency's district office in Seattle. 

In previous quarterly reports to the SEC, Hemispherx stated that it, along with 
Hollister-Stier, had "submitted a specific action plan" to address the 
manufacturing deficiencies - known as 483 letter in FDA legal parlance found 
by the FDA's inspectors. 

Hemispherx added new language to this section of its most recent 10-Q filed on 
Aug. 7. It reads: "It is our expectation that these issues will be rcsolved and wc 
will he ahle to complete the resultant sequential validations hy the end of2009." 

This means that Hcmisphcrx and its contract manufacturcr are still working on the 
fixes to Ampligen's manufacturing. And if the validation work won't be done 
until the end of 2009, that means FDA won't have a chance to review and/or 
approve the Ampligen manufacturing changes until well into 20 IO. 

The new disclosure found in Hemispherx's SEC fding doesn't jibe with Carter's 
previous statements in which he insisted that the FDA has not asked the company 
for any morc infbnnation about Ampligen. 

Clearly that's not true. The FDA asked Hemispherx for infonnation about 
Ampligcn's manufacturing and is now waiting for corrective actions to he taken. 
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The FDA does not approve drugs with unresolved manufacturing issues. 

* * * 
1 asked Carter ahout the new disclosures in hi.s I..:ompany's SEC filings and 
whether or not the unresolved manufaehlfing problems with Ampligen were 
dclaying the dmg's approval. 

"1 dOIl't know. I'm not sure,"' he said, in response. Then he addcd, "Perhaps it's 
because the commissioner's husband worked for a hedge fund."' 

By commissioner, Carter was referring to newly appointcd FDA Commissioner 
Margaret Hamburg, whose husband, Peter Fitzbugh Brown, is an officer at the 
hedge fund Renaissance Technologies. Brown had to divest certain stock 
holdings in drug companies held by the hedge fund before Hamhurg could take 
her post. According to Carter, Brown's fund owned a stake in Hemispherx. 

J explained to Carter that the FDA commissioncr doesn't actually review drugs. 
This work is done by the various divisions of the FDA and that Ampligen's 
review, including the inspection of its manufacturing facilities, wouldn't have 
anything to do with whether or not Commissioner Hamburg's husband worked for 
a hedge fund or not. 

"I have to go now, let's get out of here." said Carter as he walked away. 

71. On October 9, 2009, during an interview with biomedreports.com, Defendant 

Carter made the following statements: 

Interviewer: We have been contacted hy so many members of the invcshncnt 
community who have asked us to contacl you in regards to whether or not there 
has been communication between your Company and the FDA about the status of 
that drug application. 

[Carter]: As I noted at some of the recent health care conference, we continue to 
be in contact with the agency concerning certain requests that they have made to 
us over the last ycar Ihat have to do with what we call toxicology. TIris is non­
clinical work on the drug which is customarily part of the new drug application. 
So we have continued to complete reports and we expect sometime this quarter, 
the fourth quarter, to complete a set of requirements that have to do with clinical 
toxicology - sorry, pre-clinical toxicology. Now, in addition to that, the agency 
has done a number of audits of our clinical sites as well as our manufacturing 
facility over the last 12 months. I'm very pleased to say thnt the clinical 
inspections resulted in no findings which required corrective action by the 
Company, which I believe 1.~ a very unusual positive result given the complexity 
and the duration of our clinil..:al studies. However, the agency did note certain 
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compliance iSS11es fit our facility in Ncw Brunswick, which we own, and also at a 
contract laboratory in Spoknoe, Washington, whcrc wc do something called till 
and finish. We put the Ampligen into the final contalner. Now over the summer 
of 2009 we remedinted the small compliance issues that existed in om own 
facilities and we submitted it to the regional office of the FDA which is in New 
Jersey. At thc prcsent time we are about to complete the remediation as we see it 
in the contract lahoratory in Spokane. I bel ieve that in the next several weeks that 
work will bc completed and that will then generate a report to the regional office 
of thc agency which is in Seattle, 1 believe. Now until all those reports are 
completed and filed satisfactorily with the agency, the agency can withhold a final 
decision on the commereifllization of the product. But we believe that we will 
have achieved everything to the best of our knowledge which is nece<;sary for a 
completion ofwhflt we caB pre-approval inspcetions by the agency. So we would 
expect at any time thereafter to receive final comments from the FDA. J mi~lt 

add thaI our studies, which are very tedious and require using independent 
lahoratories which we've had in New Mexieo and in Pennsylvania, we have nol 
uncovered any infonnation which was be deleterious to an approval of the 
product. 

Interviewer: In one of the recent 10-Q's we find that in September 2008 you 
executed an agreement with Lovelace Respiratory Research Jnstihlte in New 
Mcxico to perlonn certain animal toxic studies in support of that new drug 
application, and that these shldies were requested by the FDA to be donc in 
eollaboration with the resources of your New Brunswick facility. These shldies 
have been eompletcd with summary reports that are presently undergoing auditing 
at Lovelace and are expeeted to be completed late 200<) or early 201 O. It sounds 
Eke a cheek list that the FDA is going through in order to give you an approval or 
a decision on the approvaL Is that accurate? 

[Carter]: I think that's an accurate summary. 

72. Defendants' statements about Hemispherx's application for FDA approval of 

Ampligen as a trcatment for CFS allcgcd herein were materially t~ilse and misleading in that they 

misrepresented and concealed the fad that the Company need to submit multiple reports which 

were required by the FDA before the agency would act on the NDA, certain of which would take 

many additional months to produce, thus resulting in delay of FDA aetion by several months at a 

mlnllnum. 
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A. Defendants' November 2, 2009 Revelations 

73. On November 2, 2009, the Company issued a press release entitled "Hemisphcrx 

Biophanna Updates Chronic Fatigue Syndrome (CFS); Treatment and Commercial Application 

Programs; Targets Completion of All NDA Regulatory Responses and Initiation of Expanded 

Clinical Collaborations in CPS," which revealed that the FDA had told the Company well before 

May 2009 that numerous additional reports OLl numcrous subjects were necessary before the 

agency could take action on the NDA, and that thc Company did not expect to finish providing 

those reports until November or December 2009. The release stated in part: 

The Company also plans to complete all outstanding queries from the FDA 
regarding its New Drug Application (NDA) for Ampligen®, an experimental 
therapeutic, dming November and December, 2009. On May 26, 2009, the 
Company arulOum:ed a delay on the Ampligen NDA which, at the time, had a 
PDUFA date of May 25,2009. As noted in the 10-Q and 10-K filings at \he time, 
the FDA did not request additional infonnation from the Company at that time. 
However, several outstanding NDA items, requiring Hcmisphcrx responses, 
existed at the timc of thc FDA delay as noted in the August 8, 2009, 10-Q filing. 
I3etv.'een March 9, 2009 and September 15,2009, thc Company issued six (6) new 
reports to thc Agency spanning various subjects including a) elinical safety 
assessments, h) specialized pre-clinical toxicology reports, and c) abbreviated 
chemistry amI manufacturing control reports. The Company believes that thcsc 
reports may fully retire all Agency querics in these particular areas. 

The Company also plans to submit four (4) additional reports on interrelated 
topics in November and December, 2009, which will include pharmacokinetic 
analyses in multiple lower animal species (primatcs, rodents, etc.) ("the Lovelace 
Laboratory Studies") and final validation reports of certain manufacturing 
procedures conducted at an indcpendent facility, Hollister-Stier Laboratories in 
Spokane, WA. 

74. As a result of this disclosure, the priee of Hemispherx's common stock dropped 

from $1.45 per share on October 30, 2009, to close at $1.33 per share on November 2,2009 (an 

8.28% decline) on unusually heavy volume of 2,409,294 shares traded; and deelined further on 

Novenlber 3, 2009, when it closed at $1.13 per share (a 15.04% decline), on unusually heavy 

volume of S,739,506 shares traded. These decreases were a result of the disclosnre of the facts 
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previously misrepresented and concealed by the Defendants, resulting in the partial dissipation of 

the artifieial inflation of the price of the Company's stock caused hy Defendants' misleading 

statements. 

75. On November 3, 2009, TheStreet.com published an article entitled "Hcmisphcrx 

Cops to Ampligen FDA Delay:' which stated in part: 

Hemispherx Biopharma issued an "update" to the regulatory status of its chronic 
fatiguc syndromc drug Ampligcn in which the Company essentially admits that its 
prior puhlic statements were false and misleading. 

Monday's statement was likely erafted by Hemjspherx's lawyers as a way to help 
CEO Carter wiggle out of public statements he made in May and June claiming 
the Ampligen application to the U.S. Food and Drug Administration was to be 
complete. Carter insisted regulators weren't asking for any additional infonnation 
on Ampligen. 

Carter made these statements both before and irnmeuiately aftcr the FDA 
approval decision date for Ampligen on May 25, which came and went without 
any word from the agenL:y, We now know that Carter':,,. 3'tatc:mcmls were 
demom'frably false, The FDA applic.:ation for Ampligen wa,s' not complete 
because several item.'> were OIlt.~tanding, the Company /tow ,s'tate,s', These 
inchldcd FDA requests tor data on Ampligcn's safety both in humans and 
animals. The FDA also required additional information about Ampligen's 
manufacturing, 

76. Following the November 2, 2009 announcement, a class action lawsuit was filed 

against Defenuants, which Defendants told the investing public, in a November 16, 2009 press 

release, was "without merit." According to the November 16, 2009 press release, the allegation 

in that suit that the FDA had requested several reports before the agency could take action on the 

Company's Ampligen application was "irrefutably false," because the form letter reeeived by the 

Company accepting the application for review (whkh is sent be10re the contents are reviewed) 

stated that the applieation was suffieiently complete to permit a substantial review, but did not 

explain why the eomplete review was delayed extensively. According to the November 16, 2009 

press release, the Company was not required to disclose the requests for additional uata. Further, 
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the press release did not disclose that questions had been raised as to whether there was any 

credible evidence of efficacy in the applieation, nor did it disclose the fact that the application 

would nol be approved unless the FDA waived its requirement for usual and eustomary rodent 

careinogenicity studies where a drug is to be taken regularly for a ehronic condition for years. 

B. Defendants' December I. 2009 Revelations 

77. Ou Deeember 1, 2009, after the market closed, the Company issued a press 

release disclosing the FDA's conclusion that the Company's applieation for Ampligen was not 

approvable because, among other things, it did not provide credible evidc:ncc: of eflicacy and 

other deficiencies cited by the reviewers. The FDA reached that conclusion because the 

Company's Phase 111 clinical trial did not produce statistically significant results for the intent to 

treat analysis, which the FDA requires. The Decemher I, 2009 press release also disclosed that 

the Company had failed to satisfy FDA requirements to perfonn well-controlled testing for QT 

interval cardiac irrcgulnrities and that the new clinical trial would need to include such testing, 

which revealed that Defendant Strayer's Class Period representations about QT interval testing, 

as alleged herein, were materially false and misleading. The press release further disclosed the 

fact that Defendants concealed that the NDA had not included the required animal 

carcinogenicity studies because the Company asked for a waiver of that requirement, which was 

denied. The December I, 2009 press release stated: 

Mo~,t notably, the FDA stated that the two primary clinical studies submitt£d 
with the NDA did not j1l'Ovide credible el)idence ofefficacy ofAmpligen(R) and 
recomm£nds at least on£ additional clinical study which shows a convincing 
effect and confirms safety in the target population. The FDA indieated that the 
additional study should be of sufficient size and suflicient duration (6 months) 
and include appropriate monitoring to rule out the generation of autoimmune 
disease. In addition, patients in the study should be on more than one dose 
n:.gimen, including at least 300 patients on dose regimens intended for marketing. 
Finally, the additional study must incorporate both a well-controlled QT 
interval study and pharmacokinetic evaluations. 
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Other items required hy the FDA include certain aspects of Non-Clinical safety 
assessment, ami Product Quality. In the Non-Clinical area, the FDA is 
recommendillg that the Company complete rodent carcinogenicit), studies in 
two species.. A.v part of the NDA submission, the Company hat! reque~'led that 
these studies he waived, hut the waiver has not been granted. Certain additional 
non-clinical ~tudies and additional data to support non-clinical studies already 
submitted wilh the NDA are also reconunended by the FDA Prior to the receipt 
ofthe Complete Respom.e letter, the Company had already begun many ~lthese 

additional studie~' and the collection ofthe requested additional data. 

Under the Product Quality section of the Complete Response letter, the FDA 
recommends that the Company submit additional data and complete various 
analytieal procedures. The col1ection of these data and the completion of these 
procedures is already part of the Company's ongoing Quality Control, Quality 
Assurance program for Ampligen(R) manufacturing under cGMP (current Good 
Mannfacturing Practice Guidelines) and the manufacturing enhanccment program 
reeently undmaken by the Company and announced in a news release on 
Septemher 16, 2009. 

Finally, the FDA commented on Ampligen(R) manufaeturing noting the need to 
resolve outstanding inspection issues ilt the facilities producing Ampligen(R). 
These include the Company facility located in New Brunswick, NJ and one of the 
Company's third party manufacturing facilities (Holli~ter-Stier Laboratories). 
The Company has been working to resolve these i~~ues. 

At this time the Company's management has not determined the impact of the 
additional recommendations set forth in the Complctc Response letter on the 
timelines and overall cost of the Ampligen(R) program, hut the Company's 
management has made response to the issues and satisfaction of any additional 
requirements a top priority. TIle Company will seek to meet with the FDA to 
clarify any issues identified in the Complete Response letter and to work with the 
FDA to identify the most expeditious path to satisfaetion of the reqnirements for 
approval oflhe Ampligen(R) NOA. 

78. As a result of (he foregoing disclosures in the December l, 2009 pre~s release, the 

priee of Hemispherx stock fell an additional $0.49 per :share, from a closing price of $1.20 per 

share on Decemher 1, 2009, to close at $0.71 per share on December 2, 2009 (a 40.83~/(l decline), 

on extraordinary volume of 26, 168,813 shares traded; and declined further on December 3, 2009, 

when it closed at $0.68 per share ("1 4.23% decline), on unusually heavy volume of 7,5 to,378 

shares traded. 
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79. The revelation of Defendants' misrepresentations including that the results of the 

Phase III clinical triol for intent to treat analysis were statistically significant and 

misrepresentations about QT interval testing, as alleged herein, were a substantial cause of the 

decline in the stock price. 

80, A December 2, 2009 article in TheStreet.com described the FDA action and it::; 

dire consequences for Hemispherx as follows: 

Hcrnispherx BioPham1a ... said late Tuesday night that the Food and Drug 
Administration refused to approve the experimental drug Ampligen for use in 
patients with chronic fatigue syndrome. 

The regulatory ageney's rejection of Ampligen is <l staggering hlow to 
Hcrnispherx, which has pursued the drug's development in a dizzying array of 
diseases for more than 20 years with no success. 

Hemispherx shares plunged 43~"o to 68 cents in early Wednesday trading. 

The FDA's complete re.\po/J.ri' letter to lIemispherx - ~iUmmarized in the 
company's Tuesday night pre!J's release - essentially instruc~ Hemispherx to 
start Ampligen '.<iI clinical trial program from scratch. 

The agency's medical reviewers concluded that the two clinical !J·tudies of 
Amp/igen submitted by Hemi!Jpherx "did not provide credible evidence of 
efficacy." according to the company. 

In order to recousider Ampligen for review, the FDA instructed Hemispherx to 
conduet at least one additional clinical study in chronic fatigue syndrome. The 
study needs to test different do::;es of Ampligen for a minimum of six months, 
including at least 300 pntients on Ampligen dose regimens inlended for 
marketing, according to lIemispherx's summation of the FDA's letter. 

Hemispherx could find meeting the FDA's demand exeeedingly difficult nnd 
expensive. If the .FDA requires 300 patients treated with Ampligen in a new 
pivotal study, for example, Hemispherx would probably have to email 450 total 
patienl~ at a minimum (assuming two patienls treated with Ampligen for every 
one palient treated with a plneebo to aet as a contro1.) 

But the FDA is asking for ellen more from Hemi!Jpherx, including te.<ilt.<iI of 
Amp/igen in rodents to rule out the risk ofcancer and a safety study in humam' 
to ensure that Ampligen doesn't cause dangerou!J' changes to a patient's heart 
rhythm. 
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Ampligcn's manufacturing problems, previously flagged by FDA inspectors, also 
rcmain unrcsolved, the company said Tuesday. 

VII.	 FACTS WHICH GIVE RISE TO A COGENT INFERENCE OF SCIENTER 

81. The following facts provide support for the strong inference of Defendants' 

scicnter: 

82. During the Class Period, Defendants had both the motive and opportunity to 

conduct fraud. Thcy had motivc to dcccivc to pcnuit thc Company to scll morc than $61.8 

million of its securities to raise badly needed funds. They also knew what the Company had 

submitted to the FDA and had knowledge of the misleading nature of the statements they made 

or acted in reckless disregard of the true infonnation known to them at the time. In so doing, 

Defendants participated in a schen1e to defraud and committed acts and practices and 

participated in a course of husiness that operated as a fraud or deceit on purchasers of 

Hemispherx common stock during the Class Period. 

A.	 Defendants Were Motivated to Commit Fraud in Order to Sell More Than 
$61.8 Milliou of Artificially Inflated Securities During the Class Period 

1.	 Defendant Carter Entered into a Standby Financing Agreement that 
Obligated Him to Personally Finance the Company's Operations if 
Hemispherx Was Unable to Obtain Other Financing 

83. Defendant Carter was highly motivated to commit fraud so that the Company 

could rmse money through Closs Period securities offerings because, in Fehruary 2009, he 

entered into a Standby Financing Agreement with Hemispherx in which he agreed personally to 

loan the Company up to $1,000,000 to maintain thc Company's operations if the Company was 

unable to obtain other financing in 2009 through securities otl"erings or other outside financing 

agreements. Thus, Defendant Carter's obligations under the Standby Financing Agreement gave 

him a strong motive to make false statements concerning positive short-tenn prospeets for FDA 
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approval of the Ampligen NDA so that Hemispherx could successfully raise money from 

securities offerings, which allowed him to avoid having to finance personally the Company's 

operations. 

2.	 Defendants Were Motivated to Artificially Inflate the Price of 
Hemispherx Stock to Profit from Class Period Securities Otl'erings 

S4. Defendants were highly motivated to commit the fraud alleged herein in order to 

artificially boost the prices of Hemispherx common stock during the Class Period in order to 

profit from the following Class Period securities offerings, in which the offering prices of 

Hemispherx securities were based on the prevailing artificially inflated market prices of the 

Company's shares at the time of sales: 

a.	 On May 8, 2009, the Company entered into an agreement with Rodman & 

Renshaw, LLC as placement agent, relating to a proposed offering of the 

Company's secmities. Thcrcaner, on May to, 2009, the Company entered into 

Securities Purchase AgreemenLs wilh two institutional investors. Pursuant to the 

Securitie::. Purchase Agreements, the Company issued to these investors in the 

aggregate: (a) 13,636,363 shares of Company common stock at $1.10 per share in 

exchange for $15 million cash; (b) Series 1 warrants to purchase an additional 

6,136,363 shares of Company common stock at an exercise price at $1.65 per 

share; and (c) Series II warrants to purchase up to 3,000,000 shares of Company 

comDlon stock at an exercise price of $1.10 per share. The Series Twarrants can 

be exercised at any time on or after the six month anniversary of the May 18, 

2009 closing date of the offering and for a five year period thereafter. The Serics 

II warrants could be exercised at any time on or aner the May 18, 2009 date of 

delivery of the Series 11 warrants and for a period of 45 days thereafter. As of 
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September 30,2009, all Smes]J warrants were exercised and none of the Series r 

warrants were yet eligible for exercise. 

b.	 On May 18, 2009, the Company entered into Securities Purchase Agreements 

with two in::;titutional investors. Pursuant to the Securities Purchase Agreements, 

the Company issued to these investors in the aggregate: (a) 11,906,976 shares of 

Company common stock at $1.34375 per share in exchange for $16 million cash; 

and (b) warrants to purchase an additional 4,167,440 shares of common stock at 

an exercise price $1.31 per share. The warrants can he exercised at any time on or 

after their May 21, 2009 date of issuance and for a five year period thereafter. As 

of September 30, 2009, 1,895,000 of these warrants had heen exercised. 

c.	 As a result of the May 8, 2009 and }Ua.v 18, 2009 Securities Purchase 

Agreements, Defendants raised in the aggregate apprlJximutely $33,712,000 for 

the Company, net of all related Offering costs, induding the fair yulue of 

warrants issued. 

d.	 On July 2, 2008, the Company entered into a $30 million Common Stock 

Purchase Agreement (the "Purchase Agreement") with Fusion Capital Fund II, 

LLC ("Fusion Capital"), an Illinois limited liahility company. Concurrently with 

entering into the Purchase Agreement, the Company entered into a registration 

rights agreement with Fusion Capital. Under the registration rights agreement, 

Hemispherx filed a registration statement related to the transaction with the SEC 

covering the shares that had been issued or may be issued to Fusion Capital under 

the common ::;tock pun;hase agreement. That registration statement was declared 

effective by the SEC on August 12, 2008. As reported in the registration 
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statement rdated to the transaGtion, Hcmisphcrx had the right over a 25 month 

period beginning August 2008 to sell its shares of eOlllillOn stoek to Fusion 

Capital from time to time, in amounts between $120,000 and $1 million, 

depending on certain conditions as set forth in the agreement, up to a maximum of 

$30 million. The purchase price of the share." related to the $30.0 million of 

future funding was based on the prevailing market pri('((.!>' of the Compan.ll's 

shares at the time ofsales as computed under the Purchase Agreement without 

any fIXed discount, and the Company had control of the timing and amount of 

any sales of shares to Fusion Capital. However, Fu!>'ion Cupital could not 

purchase any share.fI of Hemi.flJJherx common stock pursuant to the Purchase 

Agreement if the price of Hemispherx common stock had three trading days 

with an average value below $0.40 over the prior twelve trading daJ1s. As of 

September l, 2009, Fusion Capital had purehased the maximum number of shares 

thai were registered under the Registration Statement, an oggregate of 20,000,000 

shares and received 1,259,086 commitment shares. As a result of the July 2. 

2008 Common Stock Purchase Agreement, Deji!ndants raised $28,111,695 for 

the Company. 

85. Defendants also were motivated to complete these securities offerings and raise 

more than $61.8 million so thot they could embark on a grandiose plan to manufacture massive 

quantities of Alpheron LDO and Ampligen for investigation and possible clinical trials as flu 

vaccine adjuvants, a project that Defendant Carter stated in the July 22. 2009 eonference call, 

would involve investing more than $1 0 million of the Company's newly raise<.! capital: 

[Carter]: Now, we are - we are targeting in the in our presentation today, we're 
targeting a capacity to produce 25 to 50 million doses per year of thc vacejne 

39 

Case 2:09-cv-05262-PD   Document 28    Filed 03/01/10   Page 42 of 70



adjuvant Amp1igen. And this is based on the work of Dr. Hasegawa, which I'll 
highlight again in a moment. 

We're also targeting the capacity to makc at least 100 million doses of the 
Alpheron LDO product on an annualized basis. 

In order to do this, we're making ~ignificant inve~tments in infrastructure and in 
dinical trials and immediately will be cxpending more than $10 million to lay 
lay in place an infrastructurc to meet these - these goals. 

B.	 Defendant Carter Tightly Controlled All Hemispherx Communications with 
IheFDA 

~6. Defendant Carter's scienter is supported by a statement from a fonner 

Hemispherx employee, who confinns that all of the Company's communications with the FDA 

went thmugh Defendant Carter. Spccifically, a fonner Hemispherx: employee who worked at the 

Company's headquartcrs from 1999 through the end of2008 and worked closely with Defendant 

Carter in an administrative t:apat:ity .:;tate.:;: "That Dr. Carter tiglrtly controlled tire 

communication channel between Hemispherx and the FDA was an understatement. 

Everything went through him or 1I0t at all" This former employee also said, "Dr. Carter did 

not want any of the information that was KoinK back and forth to the FDA reKardinK 

Ampligen to get out into public knowledKe until he wanted it to Ket out." As a result, 

Defendant Carter had actual knowledge of the FDA's requests for additional reports during the 

Class Period and the reasons for the delays orlhe PDUFA dale, among olher things. 

C.	 The Company Admits in its SEC Filings That Defendant Carter \Vas 
Knowledgeable About the Company's Cliniul Trials 

87. Under risk factors, Hemispherx's Class Period SEC filings single out as the 

Company's key man Defendant Carter, the co-inventor of Ampligen, because of "his knowledge 

of [the Company's] overall at:tivitie.:;, including ... t:linit:al trials," stating: 

The 10.YS ofservices ofkey personnel including lJr. William A. Carter could hurt 
our clrances for sllccess. 
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Our success is dependent on the continued efforts of our staff, especially certain 
doctors and researcheR! along with the continued efforts of Dr. William A. Carter 
because of his position as a pioneer in the field of nucleic aeid drugs, his being 
the co-in"entor of Ampligen®, and his knowledge of OJtr overall activities, 
including patents and clinical trials. The loss of the services ofpersOIll1el key to 
our operations or Dr. Carter could have a material adverse effect on our 
operations and chances for success. As a cash conservation measure, we have 
elected to discontinue the Key Man life insurance in the amount of $2,000,000 on 
the life of Dr. Carter until we receive regulatory clearance for Ampligen®. An 
employment agreement continues 1u exist with Dr. Carter that, as amended, runs 
until December 31, 2010. However, Dr. Carter has the right to tenninate his 
employment upon not less than 30 days prior written notice. The loss of Dr. 
Carter or other personnel or thc failurc to recruit additional personnel as needed 
could have a materially adverse effect on Our abiJity to achieve our ohjectives. 

Hemispherx Form lO-Q filed with the SEC on November 9. 2009. 

D.	 Defendants Knew That Carcinogenicity Studies and a Third Clinical Trial 
Were Needed to Prove Safety and Efficacy, But Represented Publicly That 
They Were Not Needed to Obtain FDA Approval 

88.	 During nn investor conference call 011 December 3, 2009, Defendant Carter 

admitted thai the FDA's request for an additional third clinical trial wa<; not Wlexpected because 

the FDA had required a similar study in the case of Pfizer's Lyrica, a drug for Fibromyalgia (a 

disease with significant overlap with CFS). Specifically, Defendant Carter stated: 

Now a hit ahout the history ofChronic Fatigue Syndrome and a related disease, 
wlrh..-h ~' ,:alled fibromyalgiu tJyndrome, FMS. These are two sister diseases, 
which have about a 20% overlap. By that I mean, you can meet the diagnodic 
criteria for either disease with the same tJymptoms in about 20% ofthe patients. 

You may remember that the pioneering t:ompany in libromyalgia has been Pfizcr 
in a product called Lyrica. A couple of years ago, notwithstanding the fact that 
they had two well~controlled studies, Pfizer was requetJ·ted by the agency as a 
preapproval requirement to conduct a third study. You cnn confinn this by 
looking in the package insert. 

In the instance of Lyrica in fibromyalgia they were able to nse the treatment IND 
patients and basically wean them off-drug and look at the response patttTIl. So 
there are significant historical analogies here between the jibromyalgia 
successes and what we believe may be the successes with Chronic Fatigue 
Syndrome_ 
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A third trial i~' "ot unexpected in a situation where you're dealing with a large 
disease category, in this case these diseases may haw! as man.v as 4 million 
subjects. And of COUr!ie there are no - there were no drugs on the markel for 
Jibromyalgiu until Lyrica, and in the case of Chronic Fatigue Syndrome, 
obviously there are no other drugs on the market, and indeed Ampligen is the only 
produd, which has the emergency treatment IND provi.<lion. 

89. In fact, Defendant Carter had recognized the similarities between the Lyrica NDA 

and Hemi.<lpherx's Ampligen NDA at lenst ns early as April 2008, and thus, knew of or recklessly 

disregarded that a third clinical trial, like the one required for Lyrica, would he needed for 

Ampligen. but Defendants tiled the Ampligen NDA without perfonning this trial. In fact, 

Dclendant Carter represented that additional studies would not he needed to ohtain FDA 

npproval. 

90. Specifi.cally, in an April 9, 2008 conference call, Defendant Carter stated: "[W]e 

do not believe any additional studies will he needed to complete the NDA fiUng status 

presumptively to go fonvard with a total application and receive a favorable review." Also 

during thi~ conference call, Defendant Carter highlighted the similarities between the Ampligen 

NDA and Pfizer's successful applkation for Lyrica, a drug for Fibromyalgia, ~tating: 

I think part of the wind in our sail in this area is the fact that the fibromyalgia 
launch of Pfizer in July 2007 - that is the sister disease of chronic fatigue - seems 
to be going tremendously well and is based on the marking advertising for Lyrica. 
And you will rememher that in the early days of fibromyalgia much like Chronic 
Fatigue Syndrome, there was a lot of skepticism about the seriousness of the 
(inaudible), the success of Lyriea is definitely retiring (inaudible) art::as of 
concern. 

91. In the Deeember 3, 2009 eonference call, Defendant Cmter said thnt he believed 

that the third clinical trial would proceed quickly and admitted that, at the time Hemispherx 

received tht: FDA's Complete Review Letter in December 2009, the Company had already 

engaged clinical review organizations ("CRO") to facilitate enrollment of patients for tht: third 

clinical trial prior to receiving the FDA's complete review letter. 
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92. Defend,mts' decision to engClge CROs prior to receiving the Complete Review 

Letter provides further support for a strong inference of Defendant Carter's scienter or actual 

knowledge that the FDA would reject the Ampligen NDA and requir~ a third clinieal trial, as 

there would be no reason to do so unless he reasonably expected that the NDA would be reject~d 

for failing to prove efficacy and that a new clinical trial would be needed to do so. 

93. Defendants knew that Hemispherx: needed to perform carcinogenicity studies 

because the Company had requested a waiwr from such studies, which was deuied. 

Nonetheless, in May and June 2009, Defendant Carter made statements that the Ampligen NDA 

was complete. He made these statements before and after the May 2009 PDUFA date, which 

came and went without FDA action. As reported on November 3, 2009 by TheStree!.com: "We 

now know that Carter's statements were demonstrably false. The FDA application for 

Ampli~en was not complete because several items were outstanding, the Company now 

states. These included FDA requests for data on Ampligen's !lafety both in human!l and 

animals. The FDA also required additional information about Ampligen's 

manufacturing." 

94. Defendant Carter's public statements he1peJ to buust the price of Hcmispherx's 

common stock and also helped when the Company offered for sale more than $61.8 million of its 

securities during the Class Period. Hemispherx's stock traded for around 50 cents for most of 

the first half of 2009, but zoomed to a high of $1.93 on May [8,2009 on Company·induced 

mania that FDA approval was soon approaching. 

95. The Company had requested a waiver of carcinogenicity studies find did not do a 

third clinical trial (which they later admitted was needed to secure FDA approval) despite 

Defendants' knowledge thClt the FDA had required such trials in the case of similar applications. 
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Before tiling the Ampligen NDA in October 2007 (as amended in April 2008), Defendants did 

not do a third clinical trial because Hemispherx was rapidly burning through its dwindling cash 

reserves and could not (.;onceivably afford to do these studies. 

96. Instead, Defendants first filed the Ampligen NDA so that they coultl hype its 

prospects for the near-ternl approval of Ampligen when they went to raisc money by offering for 

sale more than $61.R million of the Company's securities during the Class Period. Indeed, 

having rai~ed this money through the Class Period ~ecurities offerings, Defendant Corter 

declared at the December J, 2009 conii...--rcnee call that "the Company has ... the financial 

~trength to execute these studies on a timely basis." Hemisphcrx would not have had the 

financial ability to conduct new clinical trials but for the Class Period securities offerings, as the 

Company reported cash and cash equivalents of only $6.1 million as of December 31, 200S 

(before the oflerings), but at the end of the third quarter of 2009 (Septemher 31, 2009), the 

Company reportetl cash and cash equivalents of more than $61 million. This ea~h was not 

generated from the Company's operations, as the Company reported total revenue of only 

$25,000 for the third quarter of2009, whieh was a typical quarter for Hemisphcrx. 

E.	 Defendants' Extensive and Frequent Invc,tor Conference Call Discussiom 
Concerning the Ampligen NDA Further Support a Strong Infercnce of Their 
Scientcl' 

97. Defendant Carter's extensive and detailed discussions concerning the Ampligen 

NDA during Hemi~pherx's investor conferencc calls, both hefore and during the Class Period, 

provide furthcr support for a strong inference of his scienter. Indeed, Defendant Carter's and 

Strayer's discussions coneerning the Ampligen NDA dominated the conference calls and 

demonstrate that Ampligen was Hemisphcrx's core product and that FDA approval of this drug 

tor trcatmcnt ofCFS was vital to the Company':s fulurc financial re.'lults and its viability. 
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98. For example, during the December 19,2007 conference call, Defendant Carter 

empha~ized Hemispherx's interest in obtaining FDA approval for Ampligen hy noting that the 

royalty intcrcst alone for the Pfizer drug Lyrica (which is used to treat fibromyalgia, a sister 

disorder to CFS) had reeently been sold for $700 million. Defendant Carter stated that: 

So we I;ontinue to believe that not only is this a large, and ohviously underserved 
markct - cspccially the ehronic fatigue syndrome pieee - but that it also holds 
great economic benefit to the entity or entities which ultimately are able to laWlch 
products into this space. And of course as you know at this time, Hemishpcrx is 
the only company that has a treatment IND; it's the only company that has done 
Phase III studies, et cetera ... it looks like a hountiful harvest for the company 
who ultimatcly succeeds ... 

QQ During the April 9, 2008 conference call, Defendant Carter noted that, in 

anticipation of an FDA responsc concerning the Ampligen NDA, the Company was '"looking for 

more further peer re.... iewcd articlcs as well and potentially link strategi<; partncrships in the 

chronic fatigue spa<;e," and stated that "/r]ecognizing that these are big enchiladas, this is a major 

area where the Company has to choose its partnerships very carefully... " 

100. In addition, during the July 17, 2008 confcrence call, Defendant Carter ~tated that 

it was "estimated that thc total number of patients who havc [ ] [fibromyalgia andlor CFS] is 

about 10 million patients - 10 million people" and that ""[t]he important thing to rcmcmber from 

the point of view of a Hcmisphcrx investor is that the key differentiating product in this whole 

space right now is Ampligen ," [bJccause it is the only product that has advanced clinical data 

showing that the constellation of symptoms which primarily includes fatigue, but also include 

cognitive dysfunction, sleep distorters, headaches, etc., etc., sore throat ... appear to be treatcd 

by [Algra] based on the peer review to articles and the wcll-controlled studies." Defendant 

Carter also noted during this confercnce eall that fibromyalgia drugs Lyrica and Cymbalta (made 

by Lilly) were projected to generate annual revenues of$2.4 billion and $2 billion respcctively. 
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101. In addition, during thc July 17, 200~ conference call, onc of the Company's 

foundcrs asked how long it takes "(f]or an old-timer to come of age," to which Defendant Curter 

responded: 

You are one of the original founders of this Company. Onc of the original 
shareholders and I would just say it has been. a long road nnd it's been 20, 20­
somcthing year road. During this time a lot of money has been spent no! only by 
us, hut by the competition. 

I think that where it is an going to come down here, Froo, is that the structure of 
this drug - and I'm talking now solely about the Ampligen part - the structure of 
this drug is unique and we knew many years ago did the initial licensing from 
Johns Hopkins University, when you and [Joe Hanson] came over tbere from 
Rockville, I think that was a very eritieal point in history. 

Bccause althOUgh there have been many efforts especially recently to lry to mimic 
the unique structure of that drug, none this far have been successful. I think that's 
what gets - what is going to get us ovcr tbe final hurdle here, is the safcty 
combined with be advocacy and that is what you and Joc Hanson realized I think 
years ago when you came over to IIopkins to talk to thc licensing depanmenl ... 1 
think we are looking at some good times ahead. 

102. Defendant Carter further acknowledged the significance of Ampligen to 

Hemispherx during the March 19, 2009, conference caB by noting that the Company was 

preparing to reinstate commercial sales of its product Alferon N, "which were basically put on 

hold not only tor cconomic reasons but because of staff had to he redeployed tor this major 

undertaking in the Ampligen New Drug Application." In addition, Defendant Carter explained 

that it was crucial for data showing the effectiveness of Ampligen to he accepted by the FDA. 

physicians, and reimbursemcnt specialists because <La drug in [its] elass would certainly have thc 

potential to bc a $1 billion product assuming il was accepted in the marketplace ... " 

103. Similarly, a strong inference of Defendant Straycr's scienter is supported by his 

role as Hemispherx's Mt:dical Director, in which he was responsible for and had control over thc 

particular activitit::s that werc falsely reported to invcstors during the Class Period - the clinical 
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trials of Arnpligen And the NDA. Moreover, as alleged herein, at medical conferences Defendant 

Strayer served as thc Company's spokesperson about the Ampligcn clinical trials and NDA and 

during investor conferenee calls he regularly reported to thc public about the clinical trials and 

the ~tatus of the Ampligen NDA. 

F. Defendants 'Were Motivated to Commit Fraud in Order to Reward 
Themselves with Lucrative Bonus Compensation 

J04. Defendants Carter and Strayer were also strongly motivated to misrepresent 

Hemispherx's prospeets for approval of the Ampligen NDA because ofthe potential to reeeive 

enOimous incentive-based cash bonuses and stock-ba~ed awards. Specilically, as detAiled in a 

report on Form 8-K filed with the SEC on May 27, 2009 and a Company press releAse issued the 

same doy, Defendant Carter caused himself to be awarded $300,000 <lnd Defendant Strayer to be 

awarded $150,000 for getting the NDA filed (notwith~tanding the deficiencies in the de~ign of its 

Phase III clinical trial and the Company's futile attempts to obtain a waiver of necessary safety 

te~ting, including a carcinogenieity study and a well-controlled QT interval study), and for 

raising de~perately needed cash by (ying to investors about the prospects for approval of 

Ampligen, stating: 

[O]n May 20, 2009, our Board of Directors awarded bonuses to the following 
executives in relation to 2008 corporate goals and objectives: W.A. Carter, M.D., 
CEO and Chairman of the BOArd, wos awarded $300,000 <1nd Dr. David Strayer, 
Chief Medical Officer, wa~ awarded $150,000. 

The Compensation Committee and Board of Directors reviewed corporate goals 
established in March ZOOS and determined that significant progress has been 
made in terms of I) preparation and fLIing the Ampligen® NDA with the 
Federal Drug Administration; and 2) with the receipt of recent funding for 
operating activities, funds previou~ly reserved for operating aetivitie~ could be 
used to pay 2008 bonus. 

205. Despite the spectacular failure of the Ampligen NDA and the embarrassment of 

being called out by the financial press for lying to the investing public about the reasons for the 
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delays of the PDUFA date, on or about Fehruary 10,2010 Defendant Carter, acting in his role a.<; 

Chairman of the Board of Direl:tor.s, saw fit to siphon off a portion of the cash raised in the 

Company's Class Period securities ollcrings in order to pay himself and his acolytes lucrative 

year-end bonuses. Specifically, the Company's February 10, 2010 press release revealed thai 

Defendant Carter caused himself to be granted the largest bonus of $182,772 and Defendant 

Strayer received received the sel:ond largest of $44,306. The February 10, 20ID pre::;s release 

stated: 

The Compensation Committee and Board of Directors reviewed the individual 
achievements of each bonus eligible individual, along with their contribution 
towards meeting corporate goals established in May 2009, and determined that 
bonuses were justifiable based on significant progress made in terms of: 

l.	 Attainment of tavorable FDA response to utilize a subcontractor tor the 
manufacture of Ampligen®; 

2.	 Continued development and study of Ampligen® as an adjuvant 
potentially enhancing the effectiveness of vaccines against microbial 
infection; 

3.	 Success in the protection ofCompany intellectual property; 

4.	 Continued development ofAlfcron® LDO; and 

5.	 Maintaining the overall linaneial strength of the Company and operations 
consistent with the Board approved budget. 

As a result of their review, the Compensation Comrnillee has recommended and 
Board of Directors approved the award of bonus to Dr. William Carter, Chalrman 
& CEO ($182,772), Charles Bernhardt, CFO & Chief Accounting Otticer 
($44,000), Dr. David Strayer, Medical Director ($44,306) and Wayne Spring.te, 
V.P. ofOperntions ($33,000) and ccrtain others. 

G.	 A Strong Inference of Defendants' Scienter Is Further Supported by the 
FDA's Post-Submission Guidelines for Communications with Applicants. 
Through Which Defendants Learned of or Recklessly Disregarded the 
Reasons for the Delays ofthe PDUFA Date and Deficiencies in the NDA 

106.	 While Defendants' Class Period statements depict the FDA as being silent 

concerning its ongoing review of the NDA during the Class Period and, in particular, not seeking 
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additional infonnation concerning Ampligcn (assertions Defendants eventually admittcd wcre 

false in the November 2, 2009 pre~~ release), FDA pubhcations conccming po~t-submission 

procedures paint an extremely differenl picture of thc agency than Defendants. Specifically, 

FDA guidelines on "good review management principles and practices" ("GRMPs") promote 

engaging "applicants in produetive communications during product development (the 

investigational new drug application (IND) phase) and marketing application review." FDA, 

Center for Drug Evaluation and Research, Guidance for Review Stafland industry Good Review 

M01lagement Pri1lciples a1ld Practices for PDUFA Products, at 2 (April 2005). Indeed, the 

"GRMPs outline the FDA's procedures and ohjectives for communicating with applicants (like 

Hemispherx] during each phase of the review cycle," including the post-NDA submission phase. 

id. One of the goals of these procedures is to prevent applicants from being suryrised by the 

results of thc agency's review of an NDA and to provide "clarity of the FDA's findings, 

expectations and bases for decisions... ," through "(c]ommunications during the ongoing review, 

within CDER and CBER or with exlcmal groups sueh as the applicant or advisory 

committee~ ...." !d. at 3. Another goal of the GRMPs is "transparency," whlch "ensures that 

review staff nnd applicants are kepI infonned of how the review is progressing." rd. at 4. The 

GRMPs also stote: "Applicants may receive additional information requests as a result of 

ongoing rcviews and are encouraged to respond promptly and completely to sueh requests." id. 

at 16. 

107. The FDA's GRMPs also require "(e]ffective and timely cotnrnWlication between 

the FDA and applicants," particularly with respect to deficiencies in the NDA that may affect 

approval. Specifically, the GRMPs state: 

For applicants found to have significant deficiencies that may affel,;t approval, the 
review teom ~hould obtain appropriate input for the signatory authority and 
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communicnte the deficiencies promptly to the applicant. Timely notification of 
correetable deficiencies allows the applicant to begin corrective actions, 
maximizes the chances for a first cycle 2ipproval, and shortens the overall time 
to approval when one or more review cycles are necessary. Timely notification of 
significant and potentially uncorrectable deficiencies in the marketing application 
may also influence product development decisions. 

!d. at 7. 

108. Moreover, the FDA's "user fee goals include mechanisms to improve 

communications about potential deficiencies during the review cycle. For example, the Goal~ 

Lcttcr (2002) states that it is the intention of CDER and CBER to notify a sponsor of deficiencies 

in an application when each discipline has finished its initial review of its section of the pending 

application. In addition, the Goals Letter states that the review division and the safcty group 

assigned to the review of a particular application will try to communicate their comments on a 

proposed risk managemcnt tool and plan, as well as on protocols for observational studies, as 

early in the review process as possible." 73 Fed. Reg. 39594 (July 10, 2008). 

109. FDA regulations also take into account the extent of deficiencies in an NDA. 

FDA regulations classify deficiencies as "minor" if they can be corrected by, for example, 

making labeling changes. FDA regulations classify deficiencies as "major" if (as in the instant 

case) they can only be corrected by conducting new clinieal trials. 

110. TIlUS, based on GRMPs and other FDA rcgulations, Defendants would have been 

alerted to the major deficiencies in the Ampligen NDA long before they received the FDA's 

complete review letter. In fact, the Defendants' admission in the November 2, 2009 press release 

that Hernispherx had submitted numerous reports to the FDA during the Class Period and was 

continuing to provide further reports on several topics further support" the strong inference tha.t, 

in this case, the slaff of the FDA was following GRMPs and had communicated to Defendants 
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that the staff had found deficiencies that would be fatal to first t:yde approval of the AmpJigen 

NDA. 

Ill. While Defendants falsely attributed delay" in the PDUFA !.latc to FDA stafting 

problems and other administrative issues, the GRMP~ indicate that the FDA "[s]taff should 

communicate any significant changes in the revicw timeline to the appli~anl." Guidance for 

Review Stall and Industry GRMPs, at 6. Moreover, the GRMPs specify that changes ill the 

review timelinc "can stem from ... requests for additional data or analyscs from the applicant," 

as was the case with the Ampligen NDA. Id. Thus, undcr GRMPs, Defemhmts would have hecn 

well-infonned by FDA staff as to the rcasons for thc delays in the PDUFA datc and could not 

have reasonably believed that the delays wcre due 10 FDA staffing issues or some other 

bureaucratic logjam, as they reported to the investing public. 

H.	 Defendant Carter's False Explanations urtbe Delay Further Support a 
Strong Inference or His Scienter 

112. When asked at an investors' conference in Septembcr 2009 about the reason for 

the delay in FDA action, Defendant Cartcr said "1 don't know. I'm not sure. Perhaps it's 

because the Commissioner's hushand worked for a hedge fund [which owned Hemispherx 

sharcs]." As the Complete Revicw letter showed and w; Defcndant Carter admitted at the end of 

the Class Period, the reasons for the FDA's delay relatcd to the multipk deficieneies in 

Hemispherx's NDA Moreover, when Dcfendant Carter made this extraordinary assertion (as it 

strains credulity to suggest that ;m FDA Commissioner would play any role in making decisions 

about a~tion on an individual NDA), he knew that he had asked for a waiver of carcinogenicity 

studies (which arc nonnally required) and he cxpected that the FDA would require a third 

clinical trial as it had in the case of similar applieations involving Pfizcr's drug Lyrica 

(Prcgavalin) for treatment ofFibromyalgia (a condition that has signifieant overlap with CFS). 
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I. A Stronelnferepee of Scienter Is Further Supported bv Defendants' History 
of FDA Reprimands for l\laking False Statements Ahout AmDligen 

113. On at least two occasions, the FDA has reprimanded Defendants, and in particular 

Defendant Carter, for improperly making statements promoting Ampligen as a safe and effective 

drug lbr treatment of CFS prior to receiving marketing approval from the FDA. Specifically, in 

an October 15, 199R letter addressed to Defendant Carter, the FDA stated that Hemispherx had 

violated the Food, Drug, and Cosmetic Act and applicable regulations by making claims of 

safety and efficacy for the purpose for which it was under investigation, stating: 

This letter concerns materials released by Hemispherx Biophamla, Tnc. 
(Hemispherx) regarding its drug Ampligen, which currently has investigational 
new drug status with the Food and Drug Administration. As part of its 
monitoring program, the Division of Drug Marketing, Advertising and 
Communieations (DDMAC) has reviewed the Hemispherx Products Page on the 
Hemispherx website, a press release issued by Hemispherx on September 21, 
}998, and a IIemispherx Biopharma teleconference recorded on September 23, 
1998. 

After reviewing these materials~ DDMAC has determined that Hemispherx is 
promoting Ampligen as a safe and effective drug prior to its approval for 
marketing. Promoting drugs prior to their approval violates the Food! Drug, 
llnd Cosmetic Act, and reglations promulgated thereunder. 

The regulations at 21 C.F.R. 312.7. spcdfieally state tbat a "sponsor, investigator, 
or any person acting on behalf of a sponsor or investigator, shall not represent in a 
promotional context that an investigational new drug is safe or effective for the 
purpose lbr which it is under investigation or otherwise promote the drug." The 
intent of the regulation is not to inhibit the exchange of scientific findings, but to 
prevent disseminatioin of promotional claims of safety or efficacy of an 
investigational drug, and to "preclude commercialization of the drug before it is 
approved for commercial distribution." 

Hemispherx has made the following promotional claims about Ampligen as 
DDMAC has outlined below (not all inclusive): 

Hemispherx Products Page on Wehsite 
•	 Chronic Fatigue and Immune Dysfunction Syndrome (CFlDS) 

"'Ampligen ... has shown efficacy Ilnd safety in a completed Phase II 
study; recent clinical trials in Belgium have shown an 80% complete 
recovery in CFS patients." 
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*	 * * 

Press Releasle issued by Hcmispherx on September 21, 1998; Hemispherx 
Biopharma, Inc.: CFS Adyocacy Gronp Says Ampligen Works and is Needed 
Immediately!! 

•	 "... Ampligen is an especially safe drug." 

•	 "The disease has gone down a rocky path, and then after some 15 years of 
futile research as to the eause of the illness or a eure, a drug emerges that 
has shown tremendous promise. Life is now meaningful, beeause a 
debilitated person who earmol dimb a flight of stairs is now able to climb 
unassisted. A person who cannot rise from a toilet before therapy is able 
to stand, walk, and perform household chores. Life that was spent in bed, 
resting and looking at the ceiling, is now spent cherishing moments of 
opportunity in a lifetime ahead of fulfllling personal goals, all due to the 
intervention of Ampligen therapy. ,­

•	 "In short, the defective immune systems of many CFS patients have been 
repaired by Ampligen." 

•	 " ... people who have made major sacrifices in finding Iht" money to be on 
this life-saving, life-reclaiming drug." 

Hemispherx Biopharma Teleconference (recorded September 23, 1998) 
•	 Ampligen provides "statistical improvemcnt in physical perfonnanee, 

mental skills, etc., and in the mnstc11lltion of activities we call medically, 
the quality of life." 

*	 * * 
•	 Ampligen is the only effective, promising treatment for Chronic Fatigue 

Syndrome. 

*	 * * 
Hemispherx should immediately discontinue the dissemination of materials 
that make claims of safety or efficacy for Ampligen .... 

114. Despite this strong reprimand hy the FDA, Defendants continued to publicly 

make claims about the purported safety and efficacy of Ampligen and, as a result, on July 7, 

2000, the FDA issued another letter addrcssed to Defendant Carter in which the FDA again 

reprimanded Defendants for continuing to make similar daims in violation of federal low, 

stating: 

We previously issued an untitled letter, dated October 15, 1998, to Hemispherx 
for promoting Ampligen as sale or effective while the product was under 
investigation. In our letter, we infonned you that your activities were in violation 
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of the Act and applicable regulations. In your response, dated October 29, 1998, 
you assured us that Hernispherx would discontinue ur revise all materials 
concerning Ampligen to conform with the Act and regulations. 

However, notwithstanding your assurances, you eontinue to promote 
Ampligen as safe and effective prior to approval in your press releases nod 
on your Intenlet website. Such activities constitute promotion of an 
investigational new drug as safe Or effective in violation of the Act and its 
implementing regulations. [n nddition, your promotional materials are false 
and misleading in that they fail to disclose facts that are matcrinl in light of 
representations made about Ampligen. 

INTERNET WEBSITE 
Although sumc of the materials referenced below were uriginally issued by third 
parties, this letter does not concern the third parties or their original 
eommunicatiuns. 

Your website, www.hemisphcrx.com. contained a direct link to transl:ripts of Dr. 
Mazlen's CFS Radio Program, which promote Arnpligen as safe and effective.· 
Fur example, the linked transcript from Dr. Maxlcn's CFS Radio Prugram from 
Fehruary 28, 1999, presents the folluwing eonversation between Dr. Mazlen and 
Dr. Paul Cheney: 

•	 Fir~t of all, there'.r no doubt in my mind a~ I've seen it in clinh"al 
practice that this drug {AmpJigellj i~ bioactil'e in this syndrome !£:J-Sj... 

•	 The other parallel issue for Ampligen i~ that it appears that the longer 
you take it, ifyou are responding to it, the better the outcome... 

Further, your website is directly linked tu a web page containing anecdotal reports 
of CFS patients who participated in clinical trials. For example, un the "Otller 
CFS Links" page on your website there is a link entitled, "The 'Ampligen 5 11 
Panel' Patients Speak About Their Experiences with Ampligen at the AACFS 
Conference. ".•. These patient testimonials promte Ampligen as safe or effectivc 
pnor to approlval. The foHowing statements are examples ofpatient testimonials: 

•	 ... after 10 years of consistent abnormality, a return to normal ranges 
./or the fir.ttt time, with AmpLigen being the only new variable in my life, 
clearly demonstrates the efficacy ofthis drug 

•	 Unlike IV gamma globulin, AmpLigen is not offering me only 
symptomatic relief. I am healing from the inside out. 

•	 There has been a dramatic improvement in my quality oflife 
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•	 Call me Lazarll:'....the only reason 1am here andfUllctionin1: pretty well 
today i3' Ampligen. I have absolutely no doubts abollt i~ efficacy ill the 
treatment ofmy illne:,':,' 

•	 No Adverse Effects-And Immediate Benefits to Rodt-The Ampligen 
Bounce 

REQUESTED ACTIONS 
Hemispherx should immediately eease dissemination of materials or activities that 
contain these and similar claims, representations, and conclusions concerning the 
safety or effectiveness of Ampligen In addition, Hemi~phcrx should respond in 
writing no later than July 21, 2000 describing 11S plan to comply. Hemispherx 
should also include a list of materials being discontinued, as well a.<; the date of 
discontinualion. 

(Emphasis of italici:led portions in original.) 

115. Finally, the fact that the FDA W<lS directly communicating with Defend<lnt Carter 

in the above letters rather than a lower level employee, establishes Defendant Carter's hands-on 

participation in the FDA application process and control over the Company's communications 

with the agt:ncy. 

VlII. PLAINTIFFS' LOSS WAS PROXIMATELY CALIS~:D BY THE BELATED 
DISCLOSURE OF PREVIOUSLY MISREPRESENTED AND OMITTED 
l\IATERIAL FACTS 

116, The market for HemispheD\ common stoek was open, well-developed and 

efficient at all relevant times. During the Class Period, as detailed herein, Defendants engaged in 

a scheme to deceive the market and course of conduct that artifieially inflated tht: price of 

Hcmispherx common stock and operated as a fraud or deceit on Class Period purchasers of 

Hemispherx shares by failing to disclose that the FDA delays were due to deficiencies in the 

NDA that Defendants had to address before the FDA would tnke any action on the NDA, nnd if 

the FDA was not satisfit:d, the review of the NDA would be further delayed or the NDA would 

not be approved. Instead, Defendants misleadingly told investors that the FDA delays were due 

to administrative issues and the FDA was not awaiting any infonnation from the Company. 
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Further, during the Class Period, Defendants concealed that the NDA failed to indude certain 

required studies because the Company had requested a waiver. 

117. As a result of Defendants' materially false and misleading statements and material 

omissions as alleged herein, lIemispherx common stock traded at artificially inflated prices 

during the Class Period, reaching as high as $3.75 per sharc on June 4,2009. 

118. Lead Plaintiff and the Class purchased or otherwise acquired Hemispherx 

common stoek relying upon market information relating to Hemispherx and the integrity of the 

market price of Hemisphcrx common stock, thus causing eoonomic loss and the damages 

complained of herein when the truth andlor the effects thereof were revealed and the artifielal 

inflation was removed from the price ofHcmispherx common stock. 

119. Defendants' wrongful conduct, as alleged herein, directly and proximately eaused 

the economic loss suffered hy Lead Plaintiff and the Class. 

120. But for Defendants' misrepresentations and omissions, Lead Plaintiff and the 

other members of the Class would not have purchased Hemispherx common stol:k at the 

artificially inflated priL:es al which they were purchased. 

121. On November 2, 2009, before tradlng commenced for the day, the Company 

issued a press release entitled ··Hemispherx Biopharma Updates Chrouic Fatigue Syndrome 

(CFS); Treatment and Commercial Application Programs; Targets Completion of All NDA 

Regulatory Responses and Initiation of Expanded Clinical Collahorations in CFS," in which the 

Company first revealed that before the FDA will take any actiou on the NDA, the Company was 

first required to provide the FDA with additional reports on various subjects and the Company 

did not expect to finish providing the requested information until December 2009. Further, the 

Company revealed that at the time of the aIUlounced FDA delay in May 2009, several 
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outstanding NDA items required the Company'oS response, which is completely contrary to 

Defendants' statements made during the Class Period thot the FDA was not awaitinc any 

intoffiHltion from the Company. 

122. As a direct result of the Novcmber 2, 2009 disclosure, the priec of Hemispherx 

common stock plummeted from $1.45 per share on Oetober 30. 2009, to dose at $1.33 per share 

on November 2, 2009 (an 8.28% decline) on unusually heavy volume of 2.409,294 shares traded; 

and to decline further on November 3, 2009, when it closed Elt $1.13 per shElIe (a 15.04% 

decline), on unusually heovy volume of 8,739,506 shares troded. Over the two day period 

following the November 2, 2009 disclosure, the price of Hemispherx common stock fell a totol 

of 22.07%. These decreases were the rcsult of Defendants' disclosure of facts that had 

previously been concealed and caused the price of the Company's common stock to be 

artificially intlatcd, nnd this pricc dec'Tease cannot be attributed either to general market or 

industry-wide events. 

123. Indeed, in contrast to the sharp decline in thc price of lIemispherx common stock 

on November 2 and 3, 2009, hoth Lht: AMEX Biotech Stock Index ("BTK") and the NASOAQ 

Biotech Stock Index ("NBI") actually increa<:;ed in value on November 2, 2009 by 2.92% for 

BTK and by 0.52% for NBI, with even larger incrcases over the two day period cnding on 

November 3, 2009 of 6.48% for H'l'K and 2.45% for NBI. Moreover, in its 2008 Fonn 10-K 

Hemisphcrx compared the pertormance of its stock prices to thc pcrfonnance of: (a) the Standard 

& Poor's 600 Small Cap Index ('"SML"), and (b) an index of four comparable peer companies 

(Avi Biopharma, CytRx. Corp., GenVec and Oxigene). While the SML index fell nn 

insignificant 0,13% on November 2, 2009, this index increased 1.12% over the two-day period 

ending on November 3. 2009. Similarly, while two of fauf pel:r group stocks expcrienced small 
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price declines on November 2, 2009, these declines where much smaller than Hemispherx's 

price decline, and this group of comparahle stocks fell an average of 0.71% llO November 2, 

2009, but increased an average of3.57% over the 2 day period ending on November 3. 2009. 

124. On December 1, 2009, after the markets dosed, the Company issued a press 

release enli!led, "Hemi~pherx Biopharrna Receives Complete Response Letter from FDA on 

Arnpligen New Drug Application for Chronic. Fatigue Syndrome; Outlines Additional 

Recommendations," in which the Company disclosed that !hc FDA detennined that it could not 

approve the Company's NDA applieation, most importanl1y because the Company did not 

proviJc credible evidence of efficacy of Ampligen. Indeed, the misrepresentation that the results 

of the Company's Phase III clinical trial for intent to treat analysis were statistically signifiennt 

was a substantial eanse llf the decline in the stock price. The Company also discloseJ Ihat the 

FDA proviJed specific recommendations to the Company to aJJress the outstanding issues. 

including completing at least one additional clinical study, submitting additional data, 

completing various analytical procedures, and resolving outstanding inspection issues. Finally, 

the Company disclosed that its requcsted waiver of compleling ceItain required studies had been 

denied. The December l, 2009 press release also disdosed that the Company had failed to 

satisfy FDA requircmcnts to perform well-controlled testing for QT interval irregularities and 

that the new dinical trial would need to include such testing, which revealetl that Defendant 

Strayer's Class Pcriod repre~entations about QT interval testing, as alleged herein, were 

materially false and misleading, which was also a substantial cause of the decline in the stock 

pncc. 

125. As a direct result of the foregoing disclosures in the December 1, 2009 press 

release, the market price of Hemispherx cornman stock plunged an aJdilional $0.49 per share, 
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from <l closing price of $].20 per sh<lrc on December 1, 2009 to dosc ot $0.71 per shore on 

December 2, 2009 (a 40.83% decline), on unusually heuvy volume of 26.16g,R 13 Sh<lTCS frDded; 

and declined further on December 3, 2009, when it dosed at $0.68 per share (a 4.23% decline), 

on unusually heavy volume of 7.51 0,378 shares traded. Over the two Jay period following the 

December 1, 2009 disclosure, the price of Hcmispherx common swck fell a total of 43.33%. 

This decrease was the result of Defendant::;' disclosure or facts that had previously been 

concealed and caused the price of the Company's common stock to be artificially inflated, and 

this price decrease cannot be attributed either to general m<lrkct or industry-wide events. 

126. Indeed, in contrast tn the sharp dccline in the price of Hemisphcrx common stock 

un December 2 and 3, 2009, both the BTK index nnd the NBI index actually increased in value 

on December 2, 2009 by 1.19% for BTK and by 0,89% for NBT, and over tbe two day period 

ending on December 3,2009, the BTK im;reased by 0.83% and the NB! fell sligbtly by OJ 3%. 

Similarly, the SML index increased by 1.12%. on December 2, 2009 and dedinoo UI1 insignificant 

0.27% over the tw()-day period ending on December 3, 2009. Moreover, while one of the 

common stoch of the four comparable peer companies identified by Hemispherx in its 2008 

Fonn 10-K experienced a relatively much smaller pri<.:e decline of under 1% on December 2, 

2009, thjs group of comp<:lr<lblc stocks increased un average of 5.44% on DeCember 2, 2009, and 

also increu1:ied an average 01'5.34% lwer the 2 day period ending on December 3, 2009, 

127. As the chart below demonstrates, the murkct reacted swillly and punishingly to 

the November 2, 2009 and December 1, 2009 disclosures, causing Lead Plaintiff and the Class to 

suffer economic hann: 

59 

Case 2:09-cv-05262-PD   Document 28    Filed 03/01/10   Page 62 of 70



lkmispll"rx BiuphWlIla, ln~. (lIEBj Clo~mg Plice 

:\.1.50 r--- --I 

\11212009, $1.33 

.U.25 

121112009, $1.20 

$1.00 

$0.75 

$0.50 

, 
$0.25 

I 
$0.00 '--~ ---~ 

IOf27/20()<) 11/612009 Il!16I2009 1112612009 ~216fl009 1211612009 

128. As 11. result, members of tht: CIlJ::;::; who purchased IIcmi ..,;pherx common stock 

during the Class Period and continued to hold those shares after the Class Period corrective 

disclosures, have sustained economic injury resulting from the dedine(s) in the value of 

Hemispherx stock resulting from the revelations on November 2,2009 and December 1, 2009. 

Members of the Class who purchased Ht:mispherx common stock during the Class Period, and 

sold thuse shllrcs after the end of the Class Period, have suffered economic injury caused by 

Defendants' misrepresentations and/or omission1:i during the Class Period that did not fully come 

10 light until December 1, 2009. 

129. Thus, Ihe damage suffert:d by Lead PlaintiLl and other members of the Class was 

a direct and proximate result of Defendants' fraudulent scheme to artifieially inflate the price of 
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Hemispherx common stock, the disclosures of which caused the subsequent significant declines 

in the value of Hemispherx Common stock. 

130. The foregoing nllegations describe Lead Plaintiff's theory of damage::;, 

demonstrate that Lead Plaintiff's damages were caused by the scheme to defraud as alleged 

herein, and negate any infcrence that Lead Plaintiffs losses were the result of general market 

conditions or other factors wholly unrela{cd to tbe false and misleading infomlation complained 

ofhercin. 

IX.	 APPLICABILITY OF PRESUMPTION OF RELIANCE: FRAUD ON THE 
MARKET 

131. The presumption of reliance established by the fraud-on-the-markct doctrine 

applies to this nctl0n. 

132. At all relevant times, the market for Hcrnispherx Common stoek was efficient for 

the following ren",ons, among others: 

Jl.	 Hemispherx lmnmon stock met the rcquirements for listing. and was listcd and 

actively traded on the NYSE Amex Equities, formerly known as the Ameriean 

Stock Exchange, a highly cftlcient and technologically advan.:ed cquities market; 

b.	 As a regulated issuer, I-Iemispherx filed periodic public reports with the SEC; 

c.	 Hemisphcrx regularly communicated with publil: invcstors via established market 

communication mechanisms, induding through regular dissemination~ of press 

releases on the national circuits of major newswire services and through other 

wide-ranging public disclosures, such as communications with the financial press 

and other similar reporting services: 
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d.	 According to the Company's Form lO-K filed with the SEC on March 16, 2009, 

as of March 3, 2009, there were 80,881,135 shares of Hc..111ispherx common stock 

oUlstanding. 

e.	 Pollowing the Company's three Class Period securities offerings, the number of 

outstanding shares increased. Specifically, according to the Company's Form lO­

Q filed with the SEC on November 9, 2UU9, as of November 6, 2009, there were 

132,724,202 shares ofHemispherx common stock outstanding; 

f.	 Aeeording to Bloomberg, during the Class Period, the average number of 

Hernispherx: common shares held by the public was approximately 123.69 

million; 

g.	 As of March 3, 2009, IIemisphcrx h1ll~ approximately 233 shareholders ofreeord; 

h.	 During the Class Period, Hemispherx common slack had a high average weekly 

trading volumt: of approximately 91.6 million shares; 

l.	 During the Class Period, Hemisphcrx was followed by numerous securities 

analysts employed by brokerage and securities research firms who regularly wrote 

reports that were distributed to certain customers of their respective brokerage and 

research finns. Each of these reports was publicly available and entereu the 

publil,; marketplace; and 

J.	 As demonstrated herein, there are "empirical facts" showing e"usation between 

corporate events or releases and an immediate response in the price of 

Hernispberx Common stock. 
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133. As a result of the foregoing, the market for Hcmispherx common stod: promptly 

digested l:urrcllt infonnation regarding Hcmispherx from all publicly ovailahle sourt:es and 

reflected such infomwtion in Hemispherx's stock prjee~. 

134. Plaintiffs and all other members of the Cla<;s purchased shares of Hemispherx 

common stock at prices set by the market and did so in reliance on the integrity of those prices. 

Under these l:ireumstances, all purchasers of Hemispherx common stock during the Class Period 

suffered similar injury through their purchase of Hemi~pherx common stock at artificially 

inflated prices, and thus, n presumption of reliance applies. 

X. INAPPLICABILITY OF TIlE SAFE HARBOR 

135. The statutory safe harbor provided for forward-looking statements under ecrtain 

eircumstances does not apply to any of the allegedly false statements pleaded in this Complaint, 

beeause the spedfic statements pleaded herein were neither identified as "fOlward-looking 

statements" when made. nor accompanied by meaningful cautionary language identifying 

important factors that could l:ause actual results to differ materially from those in the specific 

statements. To the extent that the statutory safe harhor applies to any of the statements pleaded 

herein, Defendants are liable for those statements because at the time each of those forward­

looking statements were made, the speaker knew that the particular forward-looking statement 

was false, andlor the torward~looking statement was made by or with the approval of an 

executive officer of the Company who knew that the statement was false or misleading when 

made. 

XI. CLASS ACTION ALLEGATIONS 

136. Lead Plaintiff brings this action as a class action pursuant to Rule 23 of the 

Fedeml Rules of Civil Procedure on behalf of all person~ who purchased Hemispherx cornman 
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stock during the Class Period (the "Class"). Excluded from the Class are the Defendants, 

director::;. and officers of Hemispherx and their families and alliliates. 

137. The members of the Class arc so numerous that joinder of all members is 

impracticable. The disposition of their claims in a class action wil1 proVide suhstantial bendits 

to the parties and the Court. Millions of shares of Hemispherx stock were traded each week 

during the Class Period by hundreds of persons. 

138. Questions uf law and fact common to tlle members uf the Class which 

predominate over questions which may affect individual Class members, common questions 

include: 

a.	 Whether the Exchange Act was violated by Defendants; 

b.	 Whether Defendants omitted and/or misrepresented material facts; 

e.	 Whether Defendants' statements omitted material facts necessary in order to makc 

the statements made, in light of the circumstances under which they were made, 

not misleading; 

d.	 Whether Defendants knew or recklessly disregarded that their statemeuts were 

false and misleading; 

e.	 Whether the prices ofHemispherx common stock were artifieinlly intlated; and 

f.	 The extent of damage sustained by Class members and the appropriate measure of 

damages. 

139. Lead Plaintiffs claims are typical of those uf the Class hecause Lead Plaintiff and 

the Class sustained damages from Defendauts' wrongful conduct. 
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140. Lt:Jd Plaintiff will adequately protect the interests of the CLass and has retained 

(.:ounscl who are experienced in eb.ss aetjon seCllritie.~ litigation. Lead Plaintiff h<!s no interests 

which conf11ct with thosc of the Class. 

141. A class <!l:tion is superior to othcr available methods for the fair and efficient 

adjudication of this controversy. 

COUNT I
 

(For Violation of §10(bl of the Exchange Act and Rule tOb-5 Against All Defendants)
 

142. Lead Plaintiff rt:pcals and reaUegt:s each and every allegation contained above as 

if fully set forth herein. 

143. During the Class Period. Defendants disseminated or approved the f<!lsc 

statements spcl:ili.cd above, which they knew or recklessly disregarded were misleadlng in [hat 

[hey contained misrepresentations and failed to disclose matcrinl fncts net:essary in order to make 

the statements made, in light of the circumstances under which they were made, not misleading. 

144. Defendants violated §lO(b) afthe Exchange Ad and Rule IOb-5 in that they: 

a.	 Employed devices, schemes, and artifices to defraud; 

b.	 Made untrue statements of material facts or omitted to state material facts 

nccessary in order to make the st<1tcmcnts made, in light of the circumstances 

under which they were made, not misleading; 01' 

c.	 Engaged in acts, practkes and a course of busines... that operated as a fraud or 

deceit upon Lead Plaintiff and others similarly situated in connection with tht:ir 

purchases of Hemispherx t:orrunon stock during the Class Period. 

145, Lead Plaintiff and the Class have suffered damagl:s in that, in reliance of the 

integrity of the market, they paid artificially inflated prices for Hemispherx common stock. Lead 

Plaintiff and the Class would not have purchased IIemispherx common stock at the prices they 
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paid, or at all, if they had been aware that the market prices had been artificially and falsely 

inflated by De1emJants' misleading statements. 

146. As a direct and proximate resnlt of these Defendants' wrongful conduct, Lead 

Plaintiff and the other members of the Class suffered damages in connection with their purchases 

of IIcmisphcrx common stock during the Class Period. 

COUNT II
 

{For Violation of §20(a) of the Exchange Act Against All Defcndontsl
 

147. Lead Plaintiff repeats and reallcges each and every allegation contained ahove as 

if fuJly set forth herein. 

148. Defendants Carter and Stray~r a~l~d as control persons ofH~IIlispherx within the 

meaning of *20 of the Exchange Act. By virtue of their positions and power to control puhlic 

statements about H~mi5pherx, Defendants Calter and Strayer had the power and ability to wntrol 

th~ actions of Hemisphcrx and its employees. Hemisph~rx controlled Defendants Carter and 

Strayer and its other offiecrs and employees. By reason of such conduct, Defendants are liable 

pursuant to §20(a) of the Exchange Act. 

rRAYER FOR RELIEF
 

WHEREFORE, Lead Plaintilf prays for judgmeni as follows:
 

a. Detennining that this action hi a proper class achon and certifying Lead Plaintiff 

as class repre~entative under Rule 23 nfthe Federal Rules ofCiviJ Procedure; 

b. Awarding compensatory damage.<: in favor of Lend Plaintiff and the oth~r Class 

members against all Dcfendant.<:, jointly and severally, tor all damages sustained as a result of 

Defendants' wrongdoing, in all amount to be proven at trial. including interest thereon; 

c. Awarding Lead Plaintiff and the Class their reasonable costs and expenses 

incurred in this action. including counsel fees and expert fee.<:; and 
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d. Awarding such equitable/injunetive or other relief as the Court may deem just and 

proper. 

.WRY DEMAND
 

Lead Plaintiff demands a IrinJ hy jury.
 

DATED: February 26, 2010 BERGER & MONTAGCE, P.C 

By 

maU"51~S~7 
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